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BIOTECHNOLOGY PATENT PROTECTION 
ACT OF 1991 

THURSDAY, NOVEMBER 21, 1991 

HOUSE OF REPRESENTATIVES, 
SUBCOMMITTEE ON INTELLECTUAL PROPERTY 

AND JuDicuL ADMINISTRATION, 
COMMITTEE ON THE JUDICL^RY, 

Washington, DC. 
The subcommittee met, pursuant to notice, at 11 a.m., in room 

2237, Raybum House Office Building, Hon. William J. Hughes 
(chairman of the subcommittee) presiding. 

Present: Representatives William J. Hughes, Rick Boucher, 
Carlos J. Moorhead, Hamilton Fish, Jr., Howard Coble, and Craig 
T. James. 

Also present: Hayden W. Gregory, counsel; Michael J. 
Remington, assistant counsel; Elizabeth R. Fine, assistant counsel; 
Edward O'Connell, assistant counsel; Phyllis Henderson, secretary; 
Thomas E. Mooney, minority counsel; and Joseph V. Wolffe, 
minority counsel. 

OPENING STATEMENT OF CHAIRMAN HUGHES 
Mr. HUGHES. The Subcommittee on Intellectual Property and 

Judicial Administration will come to order. 
The Chair has received a request to cover this hearing in whole 

or in part by television broadcast, radio broadcast, still photog- 
raphy, or by any other similar method. And, in accordance with 
committee rule 5(a), permission will be granted, unless there is ob- 
jection. 

Is there objection? 
[No response.] 
Mr. HUGHES. Hearing none, permission will be granted. 
Good morning and welcome to today's hearing. Today, the sub- 

committee is conducting a second day of hearings on biotechnology. 
Yesterday, we learned a great deal about the exciting research tak- 
ing place at the National Institutes of Health and around the world 
in this important and burgeoning field. We also learned about the 
fundamental role that patent protection plays in promoting the re- 
search and development of biotechnology products. 

The United States leads the world in biotechnology. We want to 
assure that our biotechnology industry continues its remarkable 
progress. Today, we will address the question of whether our pat- 
ent laws provide adequate protection for biotechnology inventions. 
H.R. 1417, the Biotechnology Patent Protection Act of 1991, intro- 
duced by Representative Rick Boucher, is intended to address a 

(1) 
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problem that has arisen in the patent protection afforded to the 
process of making recombinant products. Absent process patent 
protection, foreign companies are able to manufacture abroad and 
import into the U.S. products that are made using technology de- 
veloped in this country. Of particular concern to the biotechnology 
industry is the fact that a patented host cell can be taken oversees 
and used to produce a recombinant protein abroad, and then the 
recombinant product can be imported back into this country. 

Today we hope to learn more about the experience that the bio- 
technology industry has had with respect to the importation of re- 
combinant products and whether it is one that demands a legisla- 
tive solution. A number of witnesses this morning will suggest that 
Congress allow the courts and the administration the opportunity 
to resolve any ambiguity in the patent law within the context of 
the existing legal framework. 

Assuming that a legislative solution is necessary, we must assess 
H.R. 1417, the Biotechnology Patent Protection Act of 1991, to de- 
termine whether the proposal sets forth an appropriate solution. 
H.R. 1417 amends the patent law to revise the patentability of all 
processes. The subcommittee must take special care to examine 
what the impact of the proposed legislation would be both in the 
biotechnology industry, as well as other industries that might be 
affected by such a change. 

It promises to be again another interesting hearing 
[The bill, H.R. 1417, follows:] 



102D CONGRESS 
1ST SESSION H.R.1417 

To amend title 35, United States Code, with respect to patents on certain 
processes. 

IN THE HOUSE OF REPRESENTATIVES 

MARCH 13, 1991 
Mr. BOUCHER (for himself, Mr. MOORHEAD, Mr. DWYER of New Jersey, Mr. 

COBLE, MS. KAPTUR, Mr. QALLEOLT, Mr. MILLER of Washington, Mr. 
DELUGO, Mr. STENHOLM, Mr. TOWNS, Mrs. MORELLA, Mr. FiSH, Mr. 
CAMPBELL of California, Mr. ANDREWS of Texas, Mr. LAGOMARSINO, 
Mr. BRUCE, Mr. MCCLOSKET, Mr. DICKS, Mr. IJIPINSKI, Mr. MCCOL- 
LUH, and Mr. JEFFERSON) introduced the following bill; which was re- 
ferred to the Committee on the Judiciary 

A BILL 
To amend title 35, United States Code, with respect to 

patents on certain processes. 

1 Be it enacted by the Senate and House of Representa- 

2 tives of the United States of America in Congress assembled, 

3 SECTION 1. SHORT TITLE. 

4 This Act may be cited as the "Biotechnology Patent 

5 Protection Act of 1991". 
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1 SEC. 2. PATENTABIUTY OF CERTAIN PROCESSES. 

2 Section  103  of title 35,  United  States Code,  is 

3 amended by adding at the end the following new para- 

4 graph: 

5 "When a process of making or using a machine, man- 

6 ufacture, or composition of matter is sought to be pat- 

7 ented in the same application as such machine, manufac- 

8 ture, or composition of matter, such process shall not be 

9 considered as obvious under this section if such machine, 

10 manufacture, or composition of matter is novel under sec- 

11 tion 102 and nonobvious under this section. If the patent- 

12 ability of such process depends upon such machine, manu- 

13 facture, or composition of matter, then a single patent 

14 shall issue on the application.". 

15 SEC. 3. EFFECTIVE DATE. 

16 The amendment made by section 2 shall apply to all 

17 United States patents granted on or after the date of the 

18 enactment of this Act and to all applications for United 

19 States patents pending on or filed after such date of enact- 

20 ment, including any application for the reissuance of a 

21 patent. 

O 



Mr. HUGHES. The Chair recognizes the distinguished gentleman 
from California. 

Mr. MooRHKAD. Well, thank you, Mr. Chairman. I very much ap- 
preciate the scheduling of these hearings. I know the chairman's 
schedule has been full, as well as that of the subcommittee. I do 
appreciate all of his efforts in making Uiese hearings possible. 

I would also like to commend the gentleman from Virginia, Rick 
Boucher, our lead sponsor of the bill, for all of his hard work in 
bringing about these hearings. 

From an economic point of view, the U.S. biotech industry has 
gone from zero revenues and zero jobs 15 years ago to $6 billion 
and 70,000 jobs in 1991. The U.S. Department of Commerce 
projects a $30 billion market for biotech products by the year 2000, 
and many in industry believe this estimate to be conservative. 

Companies that depend heavily on research and development are 
especially vulnerable to foreign competitors who copy and sell their 
products without permission. The reason that high technology com- 
panies are so vulnerable is that for them the cost of innovation, 
rather than the cost of production, is the key cost incurred in 
bringing a product to market. 

In addition to their ability to obtain and enforce a patent, small 
companies in particular must be concerned about obtaining a pat- 
ent in a timely fashion. As a result, the Patent Office reports that 
the backlog in biotechnology patent applications have been in- 
creased from 17,400 at the end of fiscal year 1990 to 19,500 at the 
end of June of this year. According to the testimony of the Patent 
Commissioner, the average biotechnology patent takes 27 months 
to issue, while other patents take about 18 months. I am concerned 
that despite the cut in the PTO budget request that the PTO will 
be able to continue to reduce this backlog. 

Delays of this type are unacceptable, particularly for an industry 
that is so dependent on patents to raise capital and reinvestment 
in manufacturing plants and new product development, and even 
more so for an industry tara^eted by Japan for mtgor and considered 
competition. The Patent Office is taking steps to improve the situa- 
tion, reorganizing its biotechnology examination group and increas- 
ing the number of new examiners it intends to hire over the next 
year. The PTO is also implementing special pay rates for their bio- 
technology examiners and creating new expert biotech examiners. 

This subcommittee made the first step, in 1988, in the omnibus 
trade bill, when the Congress enacted two bills I introduced relat- 
ing to process patents and reform of the International Trade Com- 
mission. However, our work will not be complete until we enact 
H.R. 1417, the Biotechnology Patent Protection Act of 1991, which 
has been introduced by RicK Boucher and myself This bill modifies 
the test for obtaining a process patent. It overrules In re Durden, 
1985, a case frequently criticized that has been cited by the Patent 
Office as grounds for denial of biotech patents, as well as chemical 
and other process patent cases. 

Because so maiw of the biotech inventions are protected by pat- 
ents, the future of'^that industry depends greatly on what Congress 
does to protect U.S. patents from unfair foreign competition. Ameri- 
ca's foreign competitors, most of whom have invested comparatively 
little in biotechnology research, have targeted the biotech industry 
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for major and concerted action. According to the Biotechnology As- 
sociation, in Japan the Ministry of International Trade and Indus- 
try and the Japanese biotechnology industry have joined forces and 
established a central plan to turn Japanese biotechnology into a 
127 billion yen per year industry by the year 2000. If we fail to 
enact needed legislation, the Congress may contribute to the fulfill- 
ment of that projection. 

Mr. Chairman, I hope we can move this legislation as fast as we 
can through the subcommittee. 

Mr. HUGHES. I thank the gentleman. 
I would like to welcome this morning as our opening witness our 

distinguished colleague, Representative Tom McMillen, who 
represents  

Mr. BOUCHER. Mr. Chairman, I have a statement. In deference 
to the interest of the committee in moving rapidly, I would just ask 
unanimous consent that it be placed in the record. 

Mr. HUGHES. Without objection, so ordered. In fact, any members 
who have a statement might offer their statement for the record. 

[The prepared statement of Mr. Boucher follows:] 
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Good •omlnq.  I thank tha Chalraan vary such (or holding 
this haarlng today on tha Blotachnoloqy Patant Protaction Act.  I 
alBo thank this dlatlngulahad panal for agraalng to appaar hara 
today, and I look forward to haarlng your taatlaony. 

Tha biotach Induatry la iBsansaly iaqportant for our 
country'a aconoalc (utura.  Ita annual aalaa ara now about $4 
billion, and axparta pradict that thia flgura may raach $30 
billion within tha naxt dacada.  Tha Aaarican biotach induatry 
conducta up to $3.2 billion worth of raaaarch and davalopaant 
evary yaar, and ovar tha paat aavan yaara, it haa tran approval to 
narkat about twanty naw producta. 

Thia work holda graat proaiaa for ailliona of ABericana. 
Through raconbinant procaaaaa, biotachnology Induatrlaa craata 
naw producta which banafit agricultural induatrlaa and aaaiat in 
anvironaantal claanupa.  Thay alao invant aadicinaa which allow 
patianta to racalva naw kinds of traataant for lifa-thraataning 
diaaaaaa and praviously incurabla conditions. 

Aaarica*a biotachnology conpaniaa laad tha world.  Aaarican 
firaa conduct tha nost RtD, uaa tha aost aophlaticatad 
tachnologiaa, and invant tha moat naw producta.  And if thair 
invantiona racaiva tha lagal protaction against piracy and unfair 
conpetition which thay hava aamad, Aaarican firas will continua 
to laad tha world. 

Today, howavar, biotach invantiona do not racaiva this 
strong protaction.  And aa a raault, tha biotach industry's 
position, in fact, is undar thraat~not froa unfair trada 
practicas abroad, nor froa our aconoaic problaas at hoaa.  Tha 
problaa which tha biotachnology industry haa ancountarad ataaa 
froa a siapla and obvioua inadaquacy in our patant law. 

In aost casaa, biotachnology products ara ganatically 
enginaered foraa of chaalcals which occur in natura.  To craata 
thaa, a biotach firm ganatically anginaara a hoat call to produca 
a particular horaona or protain.  Tha fira than traata it 
according to a fraquantly atraightforward procass, which causes 



the cell to begin producing that hormone or protein.  The result 
is a unique starting product used to create a unique end product. 

Given that these end products already exist in nature, and 
that many have been previously isolated and purified—although in 
such small quantities as to be medically and commercially 
useless—they are essentially unpatentable.  Biotech firms, 
therefore, count on patenting the process they use to produce the 
protein to protect their R&D investment and the innovations that 
investment produces. 

Under the 1974 decision. In re Mancev. this should be a 
simple procedure.  That case found, as it should, that the 
presence of a novel starting material justified granting a 
process patent when the novel starting material was combined with 
a previously known process to yield an unexpected result. 

In 1985, however, a case called In re Durden. dealing with a 
science unrelated to biotechnology, found the opposite—that 
regardless of whether a firm invented a new end product, the 
Patent Office must examine the process in isolation from its 
starting material and final result in order to issue a process 
patent.  In practice, that standard frequently makes it 
extraordinarily difficult for blotech firms to patent anything 
other than their starting materials. 

Rather than examining the totality of the Invention to 
decide whether it is new, innovative and valuable, the Patent 
Office focuses on the narrow issue of whether the process used to 
get from a novel starting material to a novel end product differs 
from the processes used to create totally unrelated blotech 
products.  The result is that the Patent Office frequently denies 
process patents for innovative products and leaves them wide open 
to foreign exploitation.  And because of this, a foreign firm can 
take the starting material abroad, duplicate the American firm's 
process, produce an identical end product and export it back to 
the U.S. without violating any law. 

Some argue that a recent decision. In re Pleuddemann. will 
solve the problem that In re Durden created.  They are incorrect. 
In re Pleuddemann confuses the issue rather than settling it. 
This case creates an arcane distinction between patenting the 
"use" of a novel starting material and the process of "making" 
the end product.  As the Patent and Trademark Office Itself 
states, the decision "has not clarified the law and leaves patent 
applicants. Including applicants in the biotechnology field,^ 
unable to predict with reasonable certainty whether they can 
obtain process patents." 

Clearly, Pleuddemann is not good enough.  And there Is no 
reason to allow an obvious, legislatively correctable flaw in our 
patent law to continue damaging the competitiveness of American 



fims. Blowing research and delaying the invention of life-saving 
medicine,  we understand the problen, we know what the solution 
is, and the legislation to inplement that solution is before us 
today. 

In effect, our current patent law encourages foreign firms 
to copy American intellectual products and discourages American 
firms from doing the expensive R&D necessary to Invent it in the 
first place.   This Is the opposite of the goal of the patent 
law—to encourage research, development and invention. 

H.R. 1417 specifies that, as states in In re Mancev. that 
when a firm combines a novel starting material with a known 
process to yield a novel end product, it can claim a patent over 
the process.  This will eliminate the flaw in patent law that 
weakens our competitiveness and gives foreign companies an unfair 
advantage over American firms.  It will have no ramifications on 
our trade negotiations—in fact, it will simply give our biotech 
researchers the functionally equivalent patent rights that their 
Japanese and European competitors already have.  It has wide 
support in the American biotech industry and the academic 
community.  The Administration has endorsed it, and I hope we 
will act soon to pass it. 

Thank you again, Mr. Chairman, and I look forward to this 
hearing. 
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Mr. HUGHES. We have a lot of witnesses today, and, frankly, I 
just hope that all of the witnesses can summarize their remarks so 
that we can move through what promises to be a very interesting 
hearing. But there are a lot of questions to be asked, and I hope 
that we can summarize so that we can get right to questions. All 
of us have read the statements. 

I would like to welcome this morning, as I indicated, our opening 
witness, our distinguished colleague Representative Tom McMillen, 
who represents the Fourth Congressional District of Maryland. 
Representative McMillen is a founder and cochairman of the Con- 
gressional Biotechnology Caucus. We really welcome him this 
morning. I know he is one of the leaders in the area of bio- 
technology in the Congress. 

Tom, we have your statement which, without objection, will be 
made a part of the record, and you may proceed as you see fit. 

STATEMENT OF HON. THOMAS C. McMILLEN, A REPRESENTATIVE 
IN CONGRESS FROM THE STATE OF MARYLAND 

Mr. MCMILLEN. Thank you, Mr. Chairman, and members of the 
committee. I am certainly pleased to be here on behalf of the Con- 
gressional Biotechnology Caucus and its 68 members. A lot of peo- 
ple ask me why I am so interested in biotechnology, and I tell them 
that I am proof that that growth hormone works very well. So I am 
pleased to be here as cochair with Congressman Bliley and Sen- 
ators Lautenberg and Brown. 

And I just want to say, Mr. Chairman, this is the only piece of 
legislation that the caucus has endorsed, H.R. 1417. We think it is 
very, very important. 

You enumerated, as well as Mr. Moorhead, what biotechnology 
means to this country: In the last 15 years, 70,000 new jobs, $5.8 
billion in new revenues, $600 million in adding to our annual trade 
balance. It has been vital in the areas of health, the environment, 
and agriculture. I think when you focus on the health areas I think 
it is very, very interesting that last week Dr. Tony Fauci, who di- 
rects AIDS research at NIH, told Senator Lautenberg and myself 
that our Nation is extremely fortunate that this terrible AIDS epi- 
demic began after the advent of biotechnology. He said that if AIDS 
had occurred before biotechnology existed, we wouldn't have known 
what a human retrovirus was or how it works, we wouldn't be able 
to diagnose the disease or ensure the safety of our blood supply, 
and quite frankly, we would have no hope for a cure for this dis- 
ease. 

I think one of the things that I want to stress to the subcommit- 
tee is that biotechnology is very, very important for our country, 
and the research does not come cheap. In fact, the industry has in- 
vested $3.2 billion in research and development this year. That is 
an 18-percent increase over the last year. And the companies in 
biotechnology spend an average of $81,000 per employee, which is 
very, very high. So I want to stress that I think this industry has 
firomise. I think it is very, very important that it has the regu- 
atory framework to encourage that promise. 

I am very concerned about the patent protection that is vital to 
this industry. Without protecting this industry from foreign piracy. 
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I don't think American companies can maintain this edge that they 
have had to date. 

We often in the Congress criticize American companies for being 
shortsighted. That they only invest for today and they can never 
invest for tomorrow. That is not the case in the biotechnology in- 
dustry. As you know, Mr. Chairman, an average biotech company 
may take 10 to 12 years of huge, enormous investments, high-risk 
research and development investments in the neighborhood of $100 
to $200 million of risk capital before they can even bring a product 
to the market. It is a long product cycle, and I don't think anybody 
can accuse the biotechnology industry of being impatient. But I 
think what is required is adequate patent protection. And I say 
that it is very, very wrong and it would be a tragedy if future bio- 
technology products were stamped "Invented in America; made in 
Japan," simply because Congress failed to staunch the hemorrhage 
of intellectual property rights which are permitted under the cur- 
rent law. Foreign companies can do things that our domestic com- 
panies cannot do. 

So, Mr. Chairman, without getting into the specifics of the bill, 
other witnesses will do so, let me just say that I believe that the 
caucus wants this legislation to move as expeditiously as possible, 
and it will remedy a problem that I think is a hurdle TOT this indus- 
try to reap the great rewards that it can for our future. 

Thank you. 
Mr. HUGHES. Well, thank you very much, Tom, for an excellent 

statement. I don't have any questions. 
The gentleman from California. 
Mr. MooRHEAD. I just want to congratulate our colleague for the 

work he is doing in the caucus. It is a very important area and it 
is one that needs more attention, and it is far more important that 
it gets the attention of the Members of Congress. You are doing a 
great work there. 

Mr. McMlLLEN. Thank you. 
Mr. HUGHES. The gentleman from Virginia, the author of H.R. 

1417 and a very valued member of the subcommittee? 
Mr. BOUCHER. I don't have anv question, Mr. Chairman. 
Mr. HUGHES. The gentleman from Florida. 
Mr. JAMES. NO questions at this time. Thank you so much for 

your enlightening testimony. 
Mr. McMlLLEN. Thank you. 
Mr. HUGHES. The gentleman from North Carolina. 
Mr. COBLE. NO questions, Mr. Chairman. 
Mr. McMlLLEN. I saw him come in with that one sneaker. I was 

very impressed. I hope you are using biotechnology to repair that 
sore ankle. 

Mr. COBLE. Don't challenge me today. 
[Laughter] 
Mr. HUGHES. Thank you, Tom. 
[The prepared statement of Mr. McMillen follows:] 
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statement of Represent-ative Tom f<cMlllen 

Mr. Chairman and Members of the Subcommittee, thank you for 

giving me this opportunity to appear before you on behalf of the 

Congressional Biotechnology Caucus and its 68 members to testify in 

support of the Biotechnology Patent Protection Act (H.R. 1417). 

I have the privilege of serving as co-chairman of the biotechnology 

caucue, along with Representative Bliley and Senators Lautenberg 

and Brown. 

The purpose of the caucus is to help Members of Congress 

become aware of the problems facing the U.S. biotechnology industry 

and to support legislation that addresses these problems. Thus 

far, the only piece of legislation that has been endorsed by the 

caucus is the bill that is the subject of your hearing today. 

Biotechnology is one of our Nation's most exciting new 

industries. In less than fifteen years, this industry has created 

70,000 new jobs -- high paying, high tech jobs in new, nonpolluting 

facilities. It has created SS.8 billion in annual revenues, 

contributing more than $600 million to our annual trade balance. 

It has given doctors new tools for diagnosing and curing some of 

the most serious diseases known to man. Its potential in 

agriculture and environmental cleanup is only now being realized. 

The promise of biotechnology has already been realized in 

health care, where virtually every biopharmaceutical approved for 

marketing has been deemed a "major therapeutic breakthrough" by the 



13 

FDA.   Dozens of serious and Ilfs-threateninq diseases are now 

diagnosable and treatable because of biotechnology. 

Ju»t last week. Dr. Tony Fauci, who directs AIDS research at 

the National Institutes of Health, told Senator Lautenberg and I 

that our Nation is incredibly fortunate that this terrible epidemic 

began after the advent of biotechnology. He said that if AIDS had 

occurred before biotechnology existed, we wouldn't have known what 

a human retrovlrus was or how it works. We wouldn't be able to 

diagnose the disease or ensure the safety of our blood supply. We 

would have had no hope at all of ever developing a cure or a 

vaccine. He also noted that the most promising AIDS research -- 

and cancer research and cystic fibrosis research -- is being done 

by biotechnology researchers in our universities and our companies. 

One thing that has become clear to me in the short time •.:hat 

I have co-chaired the caucus is that the enormous contributions 

made by this industry -- both for our Nation's health and our 

economy -- do not come cheap. Biotechnology is the most research- 

intensive industry in this country. The industry has invested $3.2 

billion in R&D this year alone, an 18% increase over 1990. 

Biotechnology companies spend almost half of their revenue 

— an incredible of $81,000 per employee — on RiD. 

This is the price for the U.S. achieving and maintaining its 

world leadership position in this technology. And this is the 

reason that improved patent protection is vital to the 

biotechnology industry.   without the ability to protect their 



14 

inventions from foreign piracy, American biotechnology companies 

simply cannot sustain this level of investment in innovation. 

We in Congress often berate American industries for being too 

short-sighted, too oriented towards the next quarterly report, not 

investing in the future. This is certainly not the case for 

biotech companies. It takes the average biotech company ten to 

twelve years of huge, high risk RiD investments — generally SlOO - 

200 million — before it brings its first product to market. As 

far as I can tell, no other industry has such a long product cycle. 

Clearly, biotech companies are not impatient. 

But Inadequate patent protection means that a foreign company 

can copy an innovative product, and unfairly compete with the 

American pioneer. I say "foreign companies" because it is 

relatively easy for a U.S. inventor to obtain a gene patent that 

prevents domestic competition. It is ironic that current law 

allows foreign companies to do that which is prohibited for 

domestic companies. And it would be a tragedy if future 

biotechnology products were stamped "Invented in America; made in 

Japan" simply because Congress failed to staunch the hemorrage of 

intellectual property permitted under current law. 

Mr. Chairman, the Congressional Biotechnology Caucus believes 

that the Biotechnology Patent Protection Act will remedy the 

problem and we urge the subcommittee to support it. I thank you 

for giving me the opportunity to present the caucus' views. 
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Mr. HUGHES. I would like to welcome our second witness this 
morning, Mr. Harry Manbeck, Commissioner of the Patent and 
Trademark Office. Commissioner Manbeck is accompanied this 
morning by Dieter Hoinkes and Charles Van Horn, of the Office of 
Legislation and International Affairs, and Fred McKelvey, the Pat- 
ent and Trademark Office Solicitor. 

Commissioner Manbeck, thank you once again for providing the 
subcommittee with advice, sage advice, and comments on pending 
legislation. We are grateful for your continued input, and we value 
your views very highly. 

As I indicated, we have received your statement and, without ob- 
jection, it will be made a part of the record in fiill. We hope you 
can summarize for us so we can get right to questions; you may 
proceed as you see fit. Welcome. 

STATEMENT OF HARRY F. MANBECK, COMMISSIONER, U.S. PAT- 
ENT AND TRADEMARK OFFICE, ACCOMPANIED BY DIETER 
HOINKES AND CHARLES VAN HORN, OFFICE OF LEGISLATION 
AND INTERNATIONAL AFFAIRS, AND FRED McKELVEY, 
SOUCITOR 
Mr. MANBECK. Thank you, Mr. Hughes. I will present an abbre- 

viated statement this morning, since you have our full statement 
for the record, I believe. 

Mr. Chairman, and members of the subcommittee, I am pleased 
to testify on H.R. 1417, the Biotechnology Patent Protection Act of 
1991. This bill would amend our patent law to afford needed addi- 
tional protection for inventions, including those in the field of bio- 
technology. We are in full agreement with the bill's intent to im- 
prove the U.S. patent law to stimulate the development of new 
products and processes by discouraging unfair foreign competition. 

Under present law, many inventors and patent owners have a 
problem. They cannot prevent importation of a product made 
abroad by a process which uses a material patented in the United 
States unless they have patent protection for the process. Although 
not unique, the field of biotechnology is particularly susceptible to 
this problem. For example, some biotechnological processes of using 
patented host cells to produce certain proteins are typically conven- 
tional and therefore not patentable. Thus our law currently pro- 
vides an unfair advantage to unauthorized users abroad of tech- 
nolo©' patented in the United States. 

H.R. 1417 would provide an effective means of protecting tech- 
nology patented in the United States from unfair foreign competi- 
tion because it would permit an inventor to obtain patent protec- 
tion on a method of using or making a product if that product itself 
is patentable. Thus, a patent to the method of using a patentable 
material to make a product would produce a basis for filing an in- 
fringement action under section 271(g) of title 35 of the United 
States Code. The patentee could also petition the International 
Trade Commission to issue an exclusion order under section 337 of 
the Tariff Act of 1930. At the same time, H.R. 1417 would not 
grant a patentee any greater rights vis-a-vis purely domestic in- 
iringers, because under section 154 of title 35 of the United States 
Code the holder of a patent to an invention, such as a host cell, 
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may already exclude others from using that cell in the United 
States. 

H.R. 1417 would amend section 103 of title 35 of the United 
States Code to ensure that under certain circumstances a process 
would not be considered obvious if it either makes or uses a ma- 
chine, manufacture, or composition of matter that itself is novel or 
nonobvious. The amendment to section 103 would thus provide a 
mechanism for applicants who comply with its requirements to 
avoid a conclusion that a claim directed to a process of makine or 
using a patentable material was obvious under this section, along 
the fines of the decision of the U.S. Court of Appeals for the Fed- 
eral Circuit in In re Durden. 

In following Durden, the Patent and Trademark Office cannot in- 
terpret the present section 103 to require that a process be held 
patentable merely because a patentable material was either used 
or made by that process. 

In August of last year, the Federal circuit revisited the issue of 
the patentability of processes in In re Pleuddemann, but did not 
clarify the law, thus leaving patent applicants unable to predict 
with any reasonable certainty whether they can obtain process pat- 
ents of this nature. Similarly, the Patent and Trademark Office 
will continue to have difficulty during examination of patent appli- 
cations relating to processes in resolving the seemingly unneces- 
sary issue of whether a process is one for making or one for using 
a patentable machine, manufacture, or composition. 

In this respect, the amendment proposed by H.R. 1417 would 
simplify and provide certainty in the determination of patentability 
of processes using or making novel and unobvious products for ap- 
plicants who comply with its requirements. The bill would also 
eliminate any neea to resolve whether a particular process was one 
of making or of using a specific patentable machine, manufacture, 
or composition of matter. 

H.R. 1417 also recognizes that a process patent might extend the 
period of exclusivity of a product patent or could be sought by par- 
ties other than the holder of the product patent if process claims 
were permitted to be patented independently of the product patent. 
For this reason, the bill provides that the process of making or 
using a patentable product will be considered nonobvious per se 
only if sought to be patented in the same application as the patent- 
able product and requires that it issue as a single patent. While 
we completely agree that the patent term of such process claims 
should expire at the same time as the patent claims to the product, 
the bill's language may unnecessarily constrain the applicant's abil- 
ity to obtain adequate protection for his invention. 

In order to remedy this potential problem, we proposed an 
amendment to S. 654, the companion bill of H.R. 1417, when Sen- 
ator DeConcini requested our views on this legislation. Since mak- 
ing this proposal, we have had some further thoughts on how to 
improve its formulation, and my prepared statement contains the 
specific language of our suggestions. 

Legislation along the line of H.R. 1417 would provide the means 
that could be used by applicants who desire greater certainty in ob- 
taining protection for processes that make or use patentable prod- 
ucts. As part of our patent laws, this would close another loophole 
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that has so far provided an unfair advantage to unauthorized users 
abroad of technology patented in the United States. 

We would be pleased to provide any assistance that the sub- 
committee might deem helpful to secure early enactment. Thank 
you. 

Mr. HUGHES. Thank you, Commissioner. 
[The prepared statement of Mr. Manbeck follows:] 

STATEMENT OF HARRY F. MANBECK, JR. 

ASSISTANT SECRETARY AND 

COMMISSIONER OF PATENTS AND TRADEMARKS 

BEFORE THE 

SUBCOMMITTEE ON COURTS, INTELLECTUAL PROPERTY 

AND THE ADMINISTRATION OF JUSTICE 

OF THE 

COMMITTEE ON THE JUDICIARY 

U.S. HOUSE OF REPRESENTATIVES 

NOVEMBER 21, 1991 

Mr. Chairman and Members of the Subconunlttee; 

I am pleased to testify on H.R. 1417, the "Biotechnology Patent 

Protection Act of 1991." This bill would amend our patent law to 

afford needed additional protection for Inventions, including 

those in the field of biotechnology, we are in full agreement 

with the bill's intent to improve U.S. patent law to stimulate 

the development of new products and processes. Our industry 

needs encouragement to expand Its research and development 

efforts if we are to remain on the cutting edge of technology. 

In this respect, the United States can ill afford to let any 

leading, technically oriented, industry fall victim to unfair 

foreign competition. 
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Under present law, many Inventors have a problem.  They cannot 

prevent Importation of a product made abroad by a process which 

uses a material patented In the United States, unless they have 

patent protection for the process.  Although not unique, the 

field of biotechnology Is particularly susceptible to this 

problem.  Take the coimon example of an Inventor who develops a 

"host cell" through genetic engineering.  Such a cell can be used 

In a blotechnologlcal process to produce a protein which may or 

may not be patentable.  The inventor may obtain a patent for the 

host cell.  However, the steps of the blotechnologlcal process 

may be, and typically are, conventional apart from the use of 

that patentable host cell and, under current law, may or may not 

be patentable. 

Under present U.S. patent law, the holder of a patent to the host 

cell would be able to preclude another from using that cell In 

the United States to make the protein.  However, without patent 

protection for the process, the Inventor has no effective remedy 

against someone who takes the patented host cell to another 

country, uses It to produce the protein, and Imports the protein 

back into the United States.  See, e.g., Amgen, Inc. v. United 

States International Trade Commission. 902 F.2d 1532, 14 uSP02d 

1734 (Fed.Clr. 1990).  Thus, our law currently provides an unfair 

advantage to unauthorized users abroad of technology patented in 

the United States. 



19 

H.R. 1417 would provide an effective means of protecting 

technology patented In the United states from unfair foreign 

competition, because it would permit an inventor to obtain patent 

protection on a method of using or making a product, if that 

product is Itself patentable.  Thus, a patent to the method of 

using a patentable host cell would produce a basis for filing an 

infringement action under section 271(g) of title 35, United 

States Code.  The patentee could also petition the International 

Trade Commission to issue an exclusion order under Section 3 37 of 

the Tariff Act of 1930.  At the same time, H.R. 1417 would not 

grant a patentee any greater rights vis-a-vis purely domestic 

Infrlngers, because under section 154 of title 35, the holder of 

a patent to an invention such as a host cell, may already exclude 

others from using that call in the United States. 

Section 2 of H.R. 1417 would amend section 103 of title 35, 

United States Code, to ensure that under certain circumstances a 

process would not be considered obvious if it either makes or 

uses a machine, manufacture, or composition of matter that itself 

is novel and nonobvious.  To obtain this determination, the 

process and product claims must be sought to be patented in the 

same application.  Section 2 also provides that a single patent 

be issued on an application containing such process and product 

claims. 
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The amendment to section 103 would thus provide a mechanism for 

applicants, who comply with Its requirements, to avoid a 

conclusion that a claim directed to a process of making or using 

a patentable product was obvious under this section, along the 

lines of the decision of the U.S. Court of Appeals for the 

Federal Circuit in In re Durden. 763 F.2d 1406, 226 USPQ 359 

(Fed. Clr. 198S).  In Durden, the Federal Circuit held, on the 

facts before It, that a process of using a patentable "starting 

compound" to make a patentable "final compound* was not patent- 

able.  The Federal Circuit Indicated In Its opinion, however, 

that the patentability of each process must be evaluated on a 

case by case basis.  In following Durden, the Patent and 

Trademark Office cannot interpret present section 103 to require 

that a process be held patentable merely because a patentable 

material was either used or made by that process. 

The Federal Circuit revisited the Issue of the patentability of 

processes In In re Pleuddemann. 910 F.2d 823, IS USPQ 2d 1736 

(Fed. Clr. 1990).  Pleuddemann had a patent to a starting 

material which he used in a process to make a patentable final 

product.  Apart from the use of the patented starting material, 

the method of making the final product was conventional.  The 

Federal Circuit held that the method of using the patented 

starting material to make the patentable final product was 

patentable In this particular case.  However, notwithstanding an 

attempt by the Federal Circuit to distinguish Pleuddemann from 
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Durden, it Is difficult. If not impossible, to reconcile these 

two cases, as well as an earlier decision by the Court of Customs 

and Patent Appeals in In re Albertson, 3 32 F.2d 379, 141 USPQ 7 30 

(CCPA 1964).  In all three cases, a patentable starting material 

was used in an otherwise conventional process to make a patent- 

able final product.  Durden and Albertson characterize the 

process sought to be patented as a method of "making" the final 

product, while Pleuddemann characterizes it as a method of 

"using" the starting material.  The distinction between 

Pleuddemann, on the one hand, and Durden and Albertson, on the 

other hand, is esoteric at best. 

In our opinion, Pleuddemann has not clarified the law and leaves 

patent applicants unable to predict with any reasonable certainty 

whether they can obtain process patents of this nature.  Simi- 

larly, the Patent and Trademark Office will continue to have 

difficulty during examination of patent applications relating to 

processes in resolving the seemingly unnecessary issue of whether 

a process is one for "making" or "using" a patentable machine, 

manufacture, or composition. 

In this respect, the amendment proposed by H.R. 1417 would 

simplify and provide certainty in the determination of patent- 

ability of processes using or making novel and nonobvious 

products, for applicants who comply with Its requirements.  The 

bill would also eliminate any need to resolve whether a 



particular process was one of making or of using a specific 

patentable machine, manufacture or composition of matter in those 

cases where patentability of such product and the process of 

making or using it Is sought In the same application.  Moreover, 

enactment of H.R. 1417 would make our patent law consistent with 

the patent granting process now practiced in the European and 

Japanese Patent Offices. 

H.R. 1417 also recognizes that a process patent might extend the 

period of exclusivity of a product patent, or could be sought by 

parties other than the holder of the product patent, if process 

claims were permitted to be patented Independently of the product 

patent.  For this reason. Section 2 of the bill provides that the 

process of making or using a patentable product will be con- 

sidered nonobvlous per se only if sought to be patented in the 

same application as the patentable product.  While we completely 

agree that the patent term of such process claims should expire 

at the same time as the patent claims to the product, the 

language of Section 2 may unnecessarily constrain the applicant's 

ability to obtain adequate protection for his invention. 

For example, if a particular product can be made by a process 

other than that claimed in the application, or if there are 

several claimed processes for using the product, a patent 

examiner could correctly require that the product and the claimed 

processes be the subject of separate applications, despite the 
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second sentence in Section 2 of H.R. 1417.  Similar results may 

typically occur in applications containing claims to products 

that could either be used in ways other than those claimed in the 

application, or where the claimed uses are patentably distinct 

from each other.  Although such actions by a patent examiner 

would be proper, they could well defeat the intent of H.R. 1417. 

In order to remedy this potential problem, as well as the 

possibly overly restrictive requirement that only one patent be 

granted on the product and processes in question, we proposed an 

amendment to S. 654, the companion bill of H.R. 1417, when 

Senator DeConclnl requested our views on this legislation. 

Our proposal would also add an additional paragraph to section 

103 of title 35, but would further clarify the circumstances 

under which claims to processes of making or using a patentable 

product and claims to that product could appear either in the 

same patent or in different patents.  Instead of Section 2 of 

S. 654 or H.R. 1417, our proposal would add the following 

paragraph to section 103: 

"(c)  Notwithstanding any other provision of this section, a 
claimed process of making or using a machine, manufacture, 
or composition of matter is not obvious under this section 
If the machine, manufacture, or composition of matter is 
novel under section 102 of this title and nonobvious under 
this section, provided 

(1)  the machine, manufacture, or composition of matter, and 
the claimed process invention at the time it was made, were 
owned by the same person or subject to an obligation of 
assignment to the same person; and 



(2)  claims to the process and to the machine, manufacture, 
or composition of matter are entitled to the same effective 
filing date, and appear In the same patent or In different 
patents which are owned by the same person and are set to 
expire on the same date." 

Since making this proposal. It was called to our attention that 

the language "... appear In the same patent or In different 

patents ..." might be misinterpreted to deny patentability to 

process claims, because they appear in a patent application 

rather than a patent at the time that a patent examiner 

determines their nonobvlousness.  As a consequence, we would 

suggest that this requirement be clarified to read "... are 

Issued in the same patent or in different patents ..."  It should 

also be noted that our proposal would not preclude the filing of 

separate patent applications for the process and the product as 

long as Its other requirements are met. 

We also proposed an amendment to section 282 of title 35 to 

ensure that process claims patented under the above provision 

would not be held Invalid per se just because the product used or 

made by the process was determined to lack novelty or be obvious. 

In other words, we wanted to ensure that a determination of 

validity of the process claims was made Independently of the 

product claims In the event the product claims were found to be 

invalid.  The amendment proposed to Senator DeConclni would 

Insert the following sentence Immediately before the last 

sentence of section 282: 
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"A claim Issued under the provisions of section 103(c) 
of this title on a process of making or using a machine, 
manufacture, or composition of matter shall not be held 
invalid under section 103 of this title solely because the 
machine, manufacture, or composition of matter is determined 
to lack novelty under section 102 of this title or to be 
obvious under section 103 of this title." 

Upon reflection, the wording of this proposal might also be 

improved to emphasize the intended independence of judicial 

review of the validity of a process claim issued under the 

provisions of a new third paragraph of section 103. we would, 

therefore, suggest that our previous proposal be reworded as 

follows: 

"A claim issued under the provisions of section 103(c) 
of this title on a process of making or using a machine, 
manufacture, or composition of matter shall not be entitled 
to the benefit of section 103(c) of this title if the 
machine, manufacture, or composition of matter is determined 
to lack novelty under section 102 of this title or to be 
obvious under section 103 of this title." 

Section 3 of H.R. 1417 provides for the effective date of the 

amendment proposed by this bill,  we favor the generally 

prospective application of the bill's provision, although it 

should be pointed out that it does permit a certain amount of 

retroactivlty.  First, all patent applications pending on the 

date of enactment of this bill would be subject to its pro- 

visions.  Further, in accordance with section 251 of title 35, 

any patent granted no more than two years prior to enactment of 

the bill could be the subject of a reissue application enlarging 

the scope of its claims.  Thus, if the original patent disclosed 

a process of using a host cell claimed in that patent, a reissue 
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application would be In order and would benefit from the new law. 

Of course, the enlarged scope of any reissued patent would be 

subject to the intervening rights provisions of 35 U.S.C. 251. 

Accordingly, the effective date provisions of H.R. 1417 would not 

adversely affect the rights of persons who relied on present law 

regarding their business decisions. 

Legislation along the lines of H.R. 1417 would provide the means 

that could be used by applicants who desire greater certainty in 

obtaining protection for processes that make or use patentable 

products.  As part of our patent laws this would close another 

loophole that so far has provided an unfair advantage to 

unauthorized users abroad of technology patented in the United 

States.  We would be pleased to provide any assistance that the 

Subcommittee may deem helpful to secure early enactment. 
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Mr. HUGHES. Commissioner, I don't know whether you have had 
an opportunity to read the statement submitted by the American 
Intellectual Property Law Association. They will be testifying on 
one of the subsequent panels. Have you? 

Mr. MANBECK. NO, sir, I have not. 
Mr. HUGHES. Well, among other things they make the following 

observations, and I would like your response. They say, first of all, 
the "bill would impact all fields of technology and would benefit 
many foreign research-based corporations at the expense of Amer- 
ican enterprises and consumers. In fact, since foreign corporations 
are granted more utility patents than American corporations, the 
benefit bestowed to foreign corporations is likely to outweigh the 
benefit to U.S. interests." 

What do you have to say about that? 
Mr. MANBECK. Well, I have considerable difficulty in following 

that argument. We are talking about granting a patent for a proc- 
ess based on he existence of a patentable product. Now, the foreign 
corporation can get its patent on the patentable product here and 
can assert that patent against U.S. manufacturers. We are talking 
the absolute converse of that of our people being able to get a pat- 
ent here on the product and also being able to get a process claim 
so that they can enforce their—let me say enforce their invention, 
if I may, against imports made with the use of that product. That 
is not a correct term of art. But so that they can have an enforce- 
able right to prevent the importation of a product that was made 
overseas with the use of technology patented in the United States. 

Also, I might point out, although I do not have the exact statis- 
tics with me today, the proportion of applications filed in the Unit- 
ed States by domestic applicants, as contrasted to those filed by 
foreign applicants, has gone up again last year. This is a 3-year 
trend now. Not a large trend, but the proportion filed by U.S. appli- 
cants is going up, rather than down. 

Mr. HUGHES. Thank you. AIPLA also makes the following obser- 
vations, and let me just tick them off. Maybe you can briefly re- 
spond to them. 

The bill proposes an amendment to 35 U.S.C. 103 that is not 
needed. Its primary purpose is to protect the U.S. biotechnology in- 
dustry from unfair competition, but its proponents cite no case of 
commercial harm to a U.S. company that this bill would have pre- 
vented, and we do not believe that a threat of such harm exists. 
That is the first one. 

Second, the bill would implicitly repudiate one possible interpre- 
tation of a single appeals court decision in In re Durden, by codify- 
ing an earlier decision in In re Mancy. If the Patent and Trade- 
mark Office examiners are currently apply Durden overzealously, 
such erroneous applications can be promptly corrected by appro- 
priate appellate procedures and should be immediately corrected by 
the PTO as a matter of administrative policy. 

Third, the bill sets an unfortunate precedent and damages the 
patent system's credibility by implying that certain classes of pat- 
ent claims escape full PTO examination and are subject to a dif- 
ferent, weaker patentability standard. 
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Fourth, the bill would jeopardize existing patent rights and in- 
crease the number of persons potentially liable as patent infiring- 
ers. 

And, fifth, the bill would add a provision to our patent statutes 
that does not exist in the European Patent Convention, the Japa- 
nese patent statutes, nor, to our knowledge, in the patent laws of 
any other country. 

I wonder if you could respond to each of those comments. 
Mr. MANBECK. Mr. Hughes, I would like to respond—thank you. 
Mr. HUGHES. Just start with "the bill proposes an amendment 

basically to protect the biotechnology industry from unfair competi- 
tion when there is no indication that any has suffered harm or will 
sxifTer harm." 

Mr. MANBECK. Well, I believe they say the proponents cite no 
case of commercial harm to a U.S. company that this bill would 
have prevented. It has been my understanding that there was quite 
a grievous case of harm involving the Amgen Corp., who has a pat- 
ent to a product, does not have a process claim, and as a result nas 
been unable to prevent the use of its product overseas to produce 
products which are brought back into the United States. So I do 
not believe that first statement is correct. 

Now, as for the second statement, which talks about repudiating 
one possible interpretation of a single appeals court decision. In re 
Duraen, and then says—^indicates that Patent and Trademark ex- 
aminers are currently applying Burden overzealously and that this 
could be corrected by appropriate appellate procedures and should 
be immediately corrected by the PTO. 

Mr. HUGHES. They say if, it is being applied overzealously. 
Mr. MANBECK. Well, in the first place, we do not believe that the 

examiners are applying the Burden decision overzealously. In the 
second place, we must follow the decisions of the court of'^ appeals, 
and once a decision is issued by the court, if we don't follow it, all 
that will happen is those affected by it will appeal to the court, the 
Patent and Trademark Office Appeals Board will be overturned, 
and we will have to issue the patent anyway. And I do not see how 
the PTO can correct this problem simply through a matter of ad- 
ministrative policy. The court has said tne law is this, and just as 
we are bound to follow the statutes enacted by the Congress, we 
are bound to follow the decisions of the court. 

Mr. HUGHES. Can you reconcile the Burden decision and Mancy 
decision? 

Mr. MANBECK. May I have just a minute? 
Mr. HUGHES. Sure. 
[Pause.] 
Mr. MANBECK. NO, sir, we cannot reconcile them. The In re 

Mancy decision, I am advised by Mr. McKelvey, is sort of like 
Pleuddemann, and we regard these decisions to be in conflict and 
irreconcilable. 

Do you wish me to go ahead with the third question? 
Mr. HUGHES. Just to follow up on that, and then we will go on 

to the third one. Isn't it possible to basically file a test case at this 
point? 

Mr. MANBECK. Well, we really regarded Pleuddemann as a test 
case and hoped the court would straighten it out, and they didn't. 
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Mr. MANBECK. And, if we take a case up on the issue of making, 

any panel is bound to follow the decision of the prior panel unless 
they would convene the whole court. 

Mr. HUGHES. OK. Thanks. The third point he makes is the prece- 
dent. 

Mr. MANBECK. Well, first of all, I don't agree that the bill would 
set an unfortunate precedent, and I do not believe it would damage 
the patent system's credibility. It does not imply that certain class- 
es of patent claims would escape full examination or are subject to 
different, weaker patentability standards. All the bill says is that 
as to obviousness, section 103, that would not be taken into account 
in examining the process claim if there is a novel product made or 
used. 

Now, if the product is shown in an infringement suit to be 
unpatentable, in other words, the patent is invalid as to the prod- 
uct, the effect of the bill will disappear. In other words, the process 
claim will be judged totally on its own merits. So I don't see how 
it weakens the credibility of the system. Either you have an inven- 
tion or you don't have an invention. The process claim is an alter- 
nate way of stating it, in effect, so that the patent statute will 
reach people abroad who otherwise will have an unfair advantage. 

Mr. HUGHES. I understand. The fourth one was the possibility of 
jeopardizing existing patent rights and increasing the potential li- 
ability as patent infringers. 

Mr. MAJ^BECK. WelH how can it—I wish somebody could ex- 
plain—I am sure they will explain how it will jeopard,ize existing 
patent rights. 

Mr. HUGHES. Well, we will get a chance to ask them. 
Mr. MANBECK. But I don't understand how it would. And, as far 

as increasing the number of persons potentially liable as patent in- 
fringers, yes, sir, it will. It will. 

Mr. HUGHES. I guess that is the idea. That is the idea of the 
whole thing. 

Mr. MANBECK. Yes, of course. 
Mr. HUGHES. That occurred to me. How about the fifth one? That 

there are no parallel statutes in Europe or in Japan? 
Mr. MANBECK. It is technically correct that the EPC and the Jap- 

anese patent statutes do not contain this language. But it is our 
understanding that the EPC and Japanese practice is similar to 
that which is proposed by H.R. 1417. They don't need a statute be- 
cause they don't have to follow Burden. 

Mr. HUGHES. Or other things for that matter. 
The gentleman from California. 
Mr. MOORHEAD. Well, thank you, Mr. Chairman. 
As you know, I have a letter from Mr. Sweet, of the University 

of California, supporting H.R. 1417. However, they have requested 
an amendment that reads as follows: "A product may not be pat- 
ented when the only description of the product is by the process by 
which it was made and the product is merely speculative." 

According to the University of California, some commercial firms 
are trying to use biological materials, mechanisms associated with 
biological materials, and kits associated with biological materials to 
claim rights to a university's invention, when the tool is merely one 
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part of an experimental procedure worked out independently by the 
university researcher. 

According to the university, such an overreaching demand of pat- 
ent rights can create obstacles to obtaining research funding and 
can limit the ability of the university to transfer any inventions re- 
sulting from the research. 

Would the administration have any objection to this amendment? 
Mr. MANBECK. Mr. Moorhead. I saw this only this week for the 

first time, and therefore would like an opportunity to study it fur- 
ther. 

Mr. MOORHEAD. We will be glad to give you a copy of the letter 
and would appreciate a written response. 

Mr. MANBECK. I have an immediate reaction, if you would be in- 
terested in that. But, as I say, this is only an immediate reaction 
and we do appreciate your willingness to let us study it. 

Mr. HUGHES. The record will remain open for you to submit a re- 
sponse. 

Mr. MANBECK. Well, perhaps it is better not to state the imme- 
diate reaction and be sure. 

Mr. MOORHEAD. Well, I think probably that is a good idea, be- 
cause it will be better if we have a chance to study the issue. 

[The information follows:] 
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September 11, 1991 

The Honorable Willian Hughes 
United States House of Representatives 
341 Cannon House Office Building 
Washington, D.C.  20515 

Dear Representative Hughes: 

As Senior Vice President Brady has written to you in his letter of 
August 6, 1991, the University of California supports H.R. 1417, 
the Biotechnology Patent Protection Act. We would, however, like 
to request an amendment that addresses an issue of particular 
interest to research universities. 

The language we propose would add a new section to the end of 35 
use 101, as follows: 

A product many not be patented when the only description of 
the product is by the process by which it was made and the 
product is merely speculative. 

The University of California and other nonprofit institutions are 
experiencing increasing attempts by some originators of biological 
research "tools" to claim rights in the recipient's inventions 
merely because a particular research tool v;as used in the 
recipient's research where the originator of the tool has not 
further contact with the research. Specifically, some commercial 
firms are trying to use biological materials, mechanisms associated 
with biological materials, and kits associated with biological 
materials to claim rights in a University's inventions when the 
tool is merely one part of the experimental procedure worked out 
independently by the University researcher. The tool originator is 
in no way a coinventor under the patent law or otherwise a 
collaborator in the research. 

Such an overreaching demand of patent rights can create obstacles 
to obtaining research funding and can limit the ability of the 
University to transfer any inventions resulting from the research. 

Another difficulty is that much of University research is conducted 
under federal funding. The Federal policy contained in 35 USC 200, 
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•t s«c|. is that a University interested in conaerciallzlng an 
invention arising in the course of its federally funded research is 
the best party to seek out responsible licenses to carry out the 
commercialization. The contractual burden of allowing an 
originator of a research tool to have some form of first right to 
such an invention without evidencing any comaitDent or capability 
in the area of the invention substantially subverts the Federal 
policy of facilitating technology transfer. 

The law change we propose would make it clear that originators of 
research tools without further contribution to another's research 
are not entitled to patent protection for the intellectual 
achievements of those others. 

Please let me know if you would like further information on this 
proposal, and thank you for considering our views. 

SJjicerely,^'-^ 

Paul Ev^Sweet 
Director, Federal 
Governmental Relations 

President Gardner 
Senior Vice President Frazer 
Senior Vice President Brady 
Vice President Baker 
Director Wootten 
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1 7DEC 1991 

Honorable William J. Hughes 
Chairman 
Subconnnlttee on Intellectual 

Property and Judicial Administration 
Coimittee on the Judiciary 
House of Representatives 
Washington, D.C.  20S1S 

Dear Hr. Chairman: 

During the recent hearing before your Subcommittee on H.R. 1417, 
the Biotechnology Patent Protection Act of 1991, Mr. Moorhead 
Informed the Subcommittee of a proposed amendment received from 
the University of California. 

Specifically, the University of California proposes to add the 
following sentence to section 101 of title 35, United States 
Code: 

*A product may not be patented when the only description of 
the product is by the process by which it was made and the 
product Is merely speculative.' 

It is our understanding that this request springs froin the con- 
cern by the university of California and other nonprofit insti- 
tutions that the owners of patented biological research "tools* 
are somehow attempting to claim rights on inventions derived with 
the use of such tools, although the inventors of the research 
tools have had no connection or contact with the persons who made 
the inventions with the help of such tools. 

We do not believe that the proposed amendment is necessary. 
Under present law, the Inventor of a research tool who obtains 
patent protection for the tool itself may exclude others from 
making, using and selling that tool.  However, if the patentee 
places the tool in the marketplace and it is bought by somebody 
for research purposes, there is an Implied license that the tool 
may be used without fear of patent infringement for the purpose 
for which it was Intended and marketed.  Therefore, the owner of 
a patent on a tool cannot claim any rights in the inventive 
results derived from the very use for which that tool was sold. 
For example, the owner of a patent on a mechanical pencil does 
not have any rights in the drawings created with the use of that 
pencil. 
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Products may be patented even though they are only described by 
the process by which they are made. However, the patent speci- 
fication must contain a description of that process In such full, 
clear, concise and exact terms as to enable any person skilled In 
the art to which that Invention pertains to practice that process 
without undue experimentation.  Accordingly, It Is not possible 
to obtain patent protection on a product that cannot be described 
or which Is alleged to be made by a process that also cannot be 
described. 

I hope that my comments are helpful In explaining why the amend- 
ment proposed by the University of California is not necessary. 

Sincerely, 

Harry F. Manbeck, Jr. 
Assistant Secretary and Commissioner 

of Patents and Trademarks 
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Mr. HUGHES. Mr. Moorhead would not know what your imme- 
diate reaction would be, so. 

Mr. MANBECK. Thank you. 
Mr. MOORHEAD. Amgen is recommending an amendment to H.R. 

1417 that would deal directly with what they see as an emerging 
problem for the biotech industry, and that is the need to prevent 
the importation of products of patented host cells. Would you com- 
ment on their amendment? 

Mr. MANBECK. Well, of course, that is what H.R. 1417 is all 
about, is to prevent the importation of the products of the patented 
host cells, and we believe that it provides a very effective mecha- 
nism for doing it as the bill is now worded. 

We have a problem with their amendment, which, in effect, cre- 
ates a product-by-product claim. The Congress some years ago took 
up this problem in a general sense of protecting products which are 
made overseas by processes that would be infringing if those proc- 
esses were practiced in the United States. And the bill as it 
emerged and is now in our law provides certain protections. Specifi- 
cally, it is section 271(g) of title 35, and it provides two limitations 
which, if the Amgen amendment were enacted as such, would not 
apply to product-by-product claims as it now applies in the case of 
a process patent. 

I think we are looking at the same thing here. The idea is to pro- 
tect the U.S. patentee if somebody abroad uses his product. Your 
bill would accomplish this with process claims. 

And specifically, 271(g) provides the following two limitations. In 
an action for infringement no remedy may be granted for infringe- 
ment on account of the noncommercial use or retail sale of a prod- 
uct unless there is no adequate remedy under this title for infringe- 
ment on account of the importation or other use or sale of the prod- 
uct. In other words, this is trying to protect the retailer and make 
sure that if the process is practiced overseas the patent owner will 
first proceed against the importer or the msyor distributor. 

The second point is that a product which is made by a patented 
process will for purposes of this title not be considered to be so 
made afler (1) it is materially changed by subsequent processes or 
(2) it becomes a trivial and nonessential component of another 
product. 

Now, perhaps the Congress wishes to change this, I don't know. 
But, if the Amgen amendment were enacted as such it, in effect, 
would just wipe those out. 

Another point is that there is confusion created by the Amgen 
amendment itself due to the wording of the statute, and we can go 
into that, but it deals with the use of an essential material and 
then a further definition that some things are outside the definition 
of an essential material, and we think it would create quite a bit 
of confusion. 

Mr. MOORHEAD. I have some other questions, but I think my 
time has expired. 

Mr. HUGHES. The gentleman from Virginia. 
Mr. BOUCHER. Thank you very much, Mr. Chairman. Mr. 

Manbeck, I would like to thank the Patent and Trademark Office 
for its comments this morning in support of our legislation. 
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A couple of questions will be raised in testimony from some of 
the other witnesses. I would like to get you to respond to them. 

The suggestion has been made that the legal uncertainty created 
by the Durden decision has been clarified in the Pleuddemann case. 
I would like your comment on whether in your view Pleuddemann 
was helpful in this process or simply served further to muddy the 
water. As I read it, it basically savs that any time that the claim 
relates to manufacture, as opposea merely to use, the process pat- 
ent claims still cannot go forward. 

Is that your reading? And, if it is, how could that possibly help 
the biotech industry? 

Mr. MANBECK. Well, it is our belief, sir, that Pleuddemann 
doesn't help the biotech industry. That, as you pointed out, 
Pleuddemann says it can be patentable if it is used. Durden says 
not patentable if made. We think they are irreconcilable and we do 
feel that legislation is necessary to resolve the conflict. 

Mr. BOUCHER. Of course, in the biotech example what they are 
doing is manufacturing. They are making something. And so under 
the direct statement of Pleuddemann, their process patent claim 
could not go forward. That is pretty clear, and I take it you agree 
with that. 

Mr. MANBECK. Excuse me, sir. I have had advice from both sides. 
Could you repeat it again, please? 

Mr. BOUCHER. Yes. In the case of the biotech industry, the proc- 
ess is used on a novel starting material to manufacture a product 
And, as we read Pleuddemann, or certainly as I read Pleuddemann, 
as long as the process for which the patent is claimed is one that 
is involved in manufacturing, making something as opposed merely 
to using something, then the process patent claim would fall. Is 
that your interpretation as well? 

Mr. MANBECK. Yes, sir. We get to a use of semantics. And maybe 
a clever attorney somehow can craft a claim for using something 
instead of making, but we shouldn't let valuable patent rights be 
avoided by overseas manufacturers based on semantics. 

Mr. BOUCHER. So, at the very least you would certainly agree 
that the Pleuddemann case does nothing to clarify the situation. At 
worst, it could make the situation more difficult from the stand- 
point of biotech companies that are involved in manufacture and 
need this patent protection? 

Mr. MANBECK. Yes, sir. That is our opinion. 
Mr. BOUCHER. Now, given that muddled state of the law, and the 

confusion that currently exists, and the fact that claims from 
biotech companies are in fact being denied today as a result of that 
muddled state of the law, what do you have to say of the sugges- 
tions of some witnesses who will come before us today and suggest 
that Congress do nothing, that we simply sit back and wait until 
the courts clarify this, that we simply sit back and hope that the 
Patent and Traaemark Office througn its able lawyers can figure 
out some way to disregard the current state of the law and award 
these process patent claims anyway? Does that not in your view, 
perhaps, misconceive the role of the Congress? Is there any state 
of facts under which we should sit back and simply wait until the 
courts or the PTO through a period of, perhaps, years more of liti- 
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gation have resolved this uncertainty? Or would it be better for us 
to move forward at the present time? 

Mr. MANBECK. I think the best thing I can say, Mr. Boucher, is 
that not just the PTO but the administration recommends legisla- 
tion in this circumstance. It believes it is necessary. 

Mr. BOUCHER. And, if we relied on the courts to do this that 
could take years. 

Mr. MANBECK. Yes. 
Mr. BOUCHER. And we are not guaranteed that a proper result 

would be forthcoming in any event. 
Mr. MANBECK. Yes, sir. It will take a while and you can't be sure 

how it is going to come out. 
Mr. BOUCHER. And, in the meantime, a lot of claims that could 

be awarded if this bill passed would be denied? 
Mr. MANBECK. That is correct. 
Mr. BOUCHER. All right. Thank you very much, Mr. Manbeck. 
Mr. Chairman, that is all I have. 
Mr. HUGHES. The gentleman from North Carolina. 
Mr. COBLE. Thank you, Mr. Chairman. Commissioner, good to 

have you all here. 
Commissioner, there is more about the law of patents and trade- 

marks that is unknown to me than is known. So having said that, 
let me plunge into this question. 

As I understand the current law, an offshore company is per- 
mitted to use host cells with U.S. patents to make unpatented end 
products and sell them in the United States; whereas, domestic 
companies are prohibited from such practice. Now, this seems to 
me to be inconsistent at best and flawed at worst. Furthermore, I 
think it would open the door to permit companies to compete with 
those who actually invented the product. 

First of all, is my interpretation correct? And, if so, is this an 
area where the Congress should correct it? 

Mr. MANBECK. Sir, I think your impression is generally correct, 
and I do think it is a situation in which the Congress should act 
to correct it. 

Mr. COBLE. One more question, Commissioner. Do you have any 
suggestions along those corrective courses that we should follow? 

Mr. MANBECK. Yes, sir. We have reviewed the bills, this bill and 
the companion bill in the Senate, very carefully. We have already 
made some suggestions which have been incorporated in the bill, 
and there is what I hope will be a final suggestion in my prepared 
full statement. 

Mr. COBLE. OK. Thank you. 
Mr. MANBECK. We think the bill is really in very good shape now, 

but we do think there is one more clarification which would be de- 
sirable. 

Mr. COBLE. Gentlemen, as you know, the National Association of 
Manufacturers, which is the largest trade association representing 
generic drug manufacturers, has expressed opposition to this bill 

ecause it is not limited in application to biotech patents. Should 
the bill be so limited? 

Mr. MANBECK. The administration's position is that it should not 
be so limited. We feel the problem can exist in other areas and that 
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as a solution is being crafted this is a good time to take care of pos- 
sible future problems in other industries too. 

Mr. COBLE. Thank you, gentlemen. Thank you, Mr. Chairman. 
Mr. HUGHES. Commissioner, one of the suggestions that has been 

made is that instead of pursuing the approach taken in H.R. 1417 
Congress should amend 35 U.S.C. 271(g) to prevent the importa- 
tion of a direct product made using a patented composition of mat- 
ter. What are your views on that score? 

Mr. MANBECK. Well, sir, I would have to study it. But, just off 
the top of my head, composition of matter, that would have to be 
a new composition of matter. Is that which comes out of the host 
cell a new composition of matter or not, I don't know. I think 
that—or is the host cell a composition of matter? So, I just don't 
know. 

It seems to me that the drafters of this bill have provided a good 
solution to the problem created by the Burden case, and that is 
simply to remove the nonobviousness rejection, and I think we 
might be better to go forward on that than continue to search for 
still other ways to do it. 

Mr. HUGHES. Well, the record will remain open. If you would like 
to give that some additional thought and talk, basicallv, to those 
in your shop that would have that expertise, we would be very 
happy to receive your comments. 

"The gentleman from Virginia, I yield to you. 
Mr. BOUCHER. Let me just ask one additional question, Mr. 

Chairman. 
If we accepted that recommendation and simply said that an 

item made in another country using a starting material that was 
Batented in the United States could not be imported back to the 

Tnited States, we would forego the opportunity that we have in 
this bill to award process patent protection here in the United 
States itself 

Mr. MANBECK. Yes. 
Mr. BOUCHER. Now, is it not true that in Japan and in Europe 

there is a regimen of process patent protection in the circumstances 
contemplated by this Dill already in force which we would then not 
have in the United States if this bill and its approach were not en- 
acted? 

Mr. MANBECK. I believe so. Yes, sir. I remember in my own expe- 
rience when I was in industry being able to go after a company in 
France because of what they did in Italy because of the opportuni- 
ties available under the French process patent 

Mr. BOUCHER. Under the process patent? 
Mr. MANBECK. Yes. 
Mr. BOUCHER. So, even if the other solution might solve one set 

of problems, it still would forgo the opportixnity to modernize our 
biotechnology patent protection law—well, our general patent pro- 
tection law, by giving inventors in the United States who appro- 
priately use these processes the same kinds of protection that al- 
ready exist in Japan and Europe and other places? 

Mr. MANBECK. I think so, sir. 
Mr. BOUCHER. OK. Thank you so much. 
Mr. HUGHES. Well, you can, obviously, consider those particular 

problems as well as any others that you might have with that par- 
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ticular approach, and we would be very happy to receive your for- 
mal response to the question. 

Mr. MANBECK. Thank you. 
[The information was not supplied.] 
Mr. HUGHES. Given recent grants on patents on processes usine 

computer software technology, what is the impact of the proposed 
legislation on software process patents? 

Mr. MANBECK. Well, first of all, a process claim will not be re- 
jected for obviousness if there is a novel product. So you have to 
start out in the first place with the patentable product. In the Unit- 
ed States todav, if you have a patent on the product, be it in the 
computer worla or anyplace else, you can prevent an infringer from 
proceeding and using your patented product. I think this bul would 
applv in the computer world just as it applies everyplace else, if 
you nave the product patented. And somehow, I don't know quite 
what that product would be, but if you have that product, someone 
takes it overseas and uses it overseas in a process to make some- 
thing else, this bill would enable you to reach that ultimate product 
as it comes back into the United States. And, again, it seems to me 
there is some desirability to protect the people in the United States 
who spend tons of money in that endeavor. In that area, I should 
say. 

Mr. HUGHES. Has there been any indication we have had a simi- 
lar problem in the software process patent area? 

Mr. MANBECK. If we have, it has not been brought to my atten- 
tion. 

Mr. HUGHES. I see. Could PTO resolve the current problem by 
treating all applications for a process for making a recombinant 
product through use of a host cell as a method of using as defined 
in Pleuddemann, as well as relying on In re Durden? And, in the 
alternative, would applicants identify in their claims the method of 
using claims and overcome Durden in that way? 

Mr. MANBECK. The attorney can come in and say he is using it, 
and, perhaps, our examiners would be able to go along with it. But 
the problem is that you are ultimately going to get in that cir- 
cumstance to a court test, not only in the granting of the patent, 
but in an infringement action, where somebody is going to say: 

'This isn't a method of using, this is a method of maKing." Under 
Durden, the court of appeals has set the law. They must follow the 
law. Therefore, your patent is invalid." 

I think we are asking for a situation where ultimately there will 
be litigation to settle the law, which is unnecessary if the bill 
passes. 

Mr. HUGHES. What is the Patent and Trademark OflRce policy on 
patenting biotechnology processes, specifically the process of using 
a host ceil to produce a recombinant final product? 

Mr. MANBECK. If the process itself is novel, that is, irrespective 
of the host cell, a patent will be granted on the process. If the proc- 
ess, however, is not novel in its own right, then the Patent Office 
will not grant a patent. 

But I would like to point out to you, Mr. Hughes, and to the 
other members of the subcommittee that this bill will not take any- 
thing away from the applicant whose process is patentable in its 
own right. He can get a separate patent for that and that patent 
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need not be coextensive with the product patent, and if the product 
patent should, unfortunately, fall, it would not fall with it. 

Mr. HUGHES. I just have one further question. With respect to 
chemical and electrical technologies that have been developed in re- 
cent decades, specifically the processes, haven't our patent laws 
been sufficiently flexible enough to basically accommodate those de- 
velopments? In your view, is biotechnology somewhat unique? 

Mr. MANBECK. I am not sure. It has been presented here for the 
first time as a major problem in the biotech area, but foreign com- 
petition is ever increasing. Our industry is dealing more and more 
in a worldwide economy and problems which may nave been minor 
in other areas in the past ma^ become major. So I don't want to 
give an absolute answer, Mr. Hughes, to that. 

Mr. HUGHES. Well, maybe you can give some thought to that, be- 
cause that is a question that occurs to me, you know, what is it 
about biotechnology basically that has given rise to the problem, 
when we have had other industries that have evolved remarkably, 
other technologies that are evolving that we never contemplated. 
But we have had the particular problem in biotechnology. I am not 
aware of any other areas, but maybe there are. 

Are there any other areas, to your knowledge, that have had 
similar problems? 

Mr. MANBECK. Not that have been brought to my attention. Al- 
though as Mr. Hoinkes points out to me, In re Durden does not 
deal with the biotech area. Every era has a precursor, and I am 
not sure that that is not what we have here. 

Mr. HUGHES. Does the gentleman from North Carolina have any 
further questions? 

Mr. COBLE. Just one final question, Mr. Chairman. 
Mr. HUGHES. The gentleman from North Carolina. 
Mr. COBLE. I was going to ask this earlier, Commissioner, and 

forgot to. And I am not interrogating, I am asking. I want to know, 
if you can tell me, what is the average charge that a patent attor- 
ney would impose for the research and filing of a patent applica- 
tion, number one? You may not be able to tell me that right now. 

And, number two, is there anything that we can do that would 
result in a decrease of costs of patent prosecutions and litigation 
to the benefit of the clients involved? 

Mr. MANBECK. Sir, I am very hesitant to state the average cost 
for a patent application because thejy vary so in complexity, par- 
ticularly as the subject matter itself becomes more difficult to deal 
with. 

Mr. COBLE. Yes. I realized that would be difficult. 
Mr. MANBECK. But, you know, you have to feel—you have to be- 

lieve that in most cases a patent lawyer will charge some thou- 
sands of dollars to prepare and prosecute a patent application. It 
is a complex job and it needs to be done very carefully, because the 
patent document, after all, has to last and survive possible attack 
for 17 years after it is issued. 

Now, as you know, the Secretary of Commerce has created a 
commission to study the laws and possibly make recommendations 
to the Congress. Two of the items that are being studied are, first 
of all, the cost and coipplexity of litigation. I don't know that any- 
thing will come of that. A lot of people have looked at that. Every- 
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body feels it would be desirable to cut it down and make it cheaper, 
but nobodv has been able to come up with really concrete sugges- 
tions which would allow each side to present its case properly and 
believe it had had a fair chance. 

The other item as part of our deliberations is that, say we are 
looking at the possibility of enabling people to enter the system, 

{'ust as an initial document, with a less formal document than they 
»ave today. Under the statute today, the patent applicant must 

submit a full and complete disclosure of his application, including 
the best mode, and he must include claims in his application as to 
what his invention is. This is very desirable, so that the world 
knows not only what the invention is, but the metes and bounds 
of it. 

But some countries have what is known as an internal priority 
document which allows people to file a first, less complete docu- 
ment, sort of a provisional specification. This can be prepared for 
less money, and the Patent Office need not charge as much since 
it really is never processed. But at least it allows you to establish 
a date. Prove up your invention, as it were, as of'^a certain date. 
And it may be that—and I don't say that it will, it may be that 
the commission will wish to present something along that line to 
the Congress. 

Mr. COBLE. Thank vou. Thank you, Mr. Chairman. 
Mr. HUGHES. Thank you. The gentleman from Virginia. 
Mr. BOUCHER. Nothing further, Mr. Chairman. 
Mr. HUGHES. Commissioner, thank you. Once again, you have 

been very helpful to us. I do appreciate your contribution today. 
Mr. HUGHES. Our next witnesses are Mr. Dennis D. Allegretti, 

Ms. Lita L. Nelsen, and Mr. George W. Ebright. 
Mr. Allegretti is an attorney with the law firm of Allegretti & 

Witcoflf, and he has a special expertise in patent law and bio- 
technology. Ms. Nelsen is the associate director of the Technology 
Licensing Office at M.I.T. And Mr. Ebright is chairman and chief 
executive oflficer of the Cvtogen Corp. in Princeton, NJ, and is here 
today testifying on behalf of the Industrial Biotechnology Associa- 
tion. 

I commend each of you for the special and important contribu- 
tions that you have made to promoting biotechnology research and 
innovation and welcome you here today. We have each of your 
statements, which we have read, which, without objection, will be 
made a part of the record. We hope you can summarize for us, so 
we can get right to questions, but you may proceed as you see fit. 

Why don't we begin with you, Mr. Allegretti? Welcome. 

STATEMENT OF DENNIS D. ALLEGRETTI, PARTNER IN THE LAW 
FIRM OF ALLEGRETTI & WITCOFF, CHICAGO, IL, AND BOSTON, MA 

Mr. ALLEGRETTI. Thank you, Mr. Chairman, members of the sub- 
committee. I would like to make it clear at the outset that I am 
here as a private citizen. I am not here testifying on behalf of any 
of the many clients I represent in the biotechnology field. I am 
here, in proof of that, at my own expense. 

I have a personal viewpoint. It is a viewpoint that I hold strong- 
ly. I feel a duty to express it, and I hope that it will be considered 
by the subcommittee. 
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I have direct personal litigation experience with respect to the 
very problem that is being addressed by this bill. I represented 
Amgen in its litigation against two defendants: One a U.S. com- 
pany, the other a Japanese company. The action was based on the 
same patent, a patent covering a host cell which produces recom- 
binant erythropoietin, called EPO, a natural human substance 
which cannot be successfully separated from human sources in any 
significant quantity, but which can now, as a result of Amgen's pat- 
ented efforts, be produced in unlimited quantities for human thera- 
peutic use. 

In that litigation the host cell patent was held to be valid, en- 
forceable, and infringed by the U.S. company, who used the host 
cell to make erythropoietin in the United States. The same patent 
and claim was held to be not infringed by a Japanese company in 
the use of the same patented host cell and technology in Japan to 
make the same recombinant erythropoietin product and to then im- 
port it into the United States. This is precisely inequitable dif- 
ference that the subcommittee is addressing and which the bill is 
intended to solve. 

The harm to Amgen, in being able to deal with a U.S. competitor 
under its valid patent rights but being unable to deal with a Japa- 
nese competitor under those same patent rights, was a clear and 
definite harm, and it was caused by the lack of a process claim. Re- 
lief was sought under the Tariff Act and was denied because 
Amgen's patent to the host cell did not include a so-called classic 
process claim. Its relief against the Japanese defendant similarly 
is unavailable for the importation of the recombinant EPO product. 

One of the members asked, What is the difference between the 
recombinant product and the natural product so far as the PTO is 
concerned, and might it be solved by permitting patentability of the 
recombinant product as such, even though it may be identical to 
the human product? The position of the PTO has been to deny, 
thus far, the patenting of any recombinant product which is iden- 
tical to the human product or substantially the same, and I know 
of no court decision that has addressed that and indicated that it 
should be patentable. There is no solution in that direction is what 
I am suggesting. 

The loophole that exists now in the patent law and under the 
Tariff Act, I think very strongly, needs to be plugged to cure the 
unfairness in competition between the U.S. inventor and an Amer- 
ican competitor acting in the United States, on the one hand, and 
a foreign competitor acting in a foreign country and then importing 
into the United States, on the other hand. 

I am concerned that there is one problem that the bill does not 
f>resently address. I have no specific proposal for it, although as a 
awyer I can conceive of drafling language that would address the 

problem, and that is, those patents which already exist to impor- 
tant biotechnology inventions and which contain claims only to 
such substances and materials that are used to make an end prod- 
uct, as the DNA sequence and the host cells, patents which have 
resulted bv reason of rejections under In re Durden of process 
claims and which have resulted in the acquiescence by the appli- 
cant for one reason or another, usually lack of cost capability, and 
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patents have therefore issued without process claims because of the 
existing practice in the Patent Office in obedience to In re Burden. 

Those patents which lack the process claims can address very im- 
portant invention subject matter, and later inventors will be able 
to solve their problems under this bill, whereas those prior inven- 
tors and prior patentees were unable to solve the problem. The 
kind of inventors that would be affected, I believe, are universities, 
small research institutions, and smaller startup biotechnology com- 
panies whose efforts require the earliest possible issuance of pat- 
ents at the lowest possible cost. And it wasn't possible to take the 
avenues that have been suggested by opposers of the bill, to take 
appeals and keep carrying the matter upward, higher and higher, 
in an effort to finally get that to which they were entitled. They 
simply succumb to it. 

One suggestion I have made in my paper is that a corresponding 
amendment to the patent law, to section 271, to provide that the 
use of these materials in a foreign country to make the end product 
would in itself be an act of infringement when the product is im- 
ported into the United States. So that there would be no require- 
ment for a process claim. Even though the bill permits such process 
claims to be obtained, and it should, and I strongly support that, 
there is a wav to also give relief to those present patentees who 
lack process claims in their patents but who have made important 
inventions and have patented the materials used to make the final 
recombinant product. 

Thank you for the opportunity to address the subcommittee. 
Mr. HUGHES. Thank you very much, Mr. Allegretti. 
[The prepared statement of Mr. Allegretti follows:] 
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PREPARED STATEMENT OF D. DENNIS AiiEGRETn, PARTNER IN THE LAW 

FIRM OF ALLEGRETTI & WITCOFF, LTD., CHICAGO, H, AND BOSTON, MA 

Mr. Ctiainnan uid Members of the Comminee. I am Dennis Allegieui. I am a panner in Uie law rum of 

Allegreio an) Wiicoff. I am a paieni iriil auotney. For ihe past 38 years. I have lepiesenied companies ranging 

in size from fledgling biotechnology sian-up companies, which have some of this couniry's brightest scienusts and 

die patent rights produced by diem as essentially dieir only assets, to multibillion dollar 'Fbnune 100* companies. 

I have served as lead Dial counsel in die successful enforament of such biotechnology patents as those relative Ki 

Afflgen's recombifiant erythropoiedn and Genentech's tissue plasminogen activator. In my trial practice and advisory 

work refaued lo Utigatian matien. I have seen flnt hand just how intlusiiy in die United States has been 

disadvantaged by die denial by Uie United Stales Patent and Trademark OfTice ('PTO") of effecdve process patent 

claims because of its imeipreiabon of the United States Coun of Appeals for the Federal Circuit ("CAJFC") decision 

of In re Durdm'. Nowhere is that ilisadvantage more evident Uian in biotechnology, die pRseni crown jewel of 

American technology. 

BACKGROUND 

Inleraalional Trade Commlaloii 

Section 337(aKlXAXi>) of dc Tariff Act of 1930 defines an 'unfair an* ac 

[i]he imponadon for use ... of a product made... by means of a process covtitd 

by die claims of any unexpiied valid United States Icueis patent 

The Omnibus Trade and Competitiveness Act of 1988, Pub.L.IOO-418 reenacied but did not modif/ ihat important 

section. 

'763 F.2d 1406. 
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The rrC (US. Inionaaoml Trade Conunusian) and the Federal Ciicuii have made u abundamly clear ihat 

the laiguage of (337 requires so-called classic process claims'. In liie Amgen case mvolving recombinani 

eryiluDpoietin or "ETO". Amgen had obtained patent claims lo genetically engineered host cells and DNA sequences 

essential lo the bioengineering of EFO. The PTO. under the audwnty oT In re Durdtn. refused to gram claims u 

the use of die host cells to make recombinant EPO. Thus, Amgen was unable to utilize {337 to prevent the 

impoftaiioa of recombinant EPO made by using Amgen's patented host cells, the only way to produce that product. 

While the Amgen case has peihaps served to panicularly focus the issue for biotechnology, it also serves 

lo ilhianne the br more general problem conbonied by US. business. For eumple, the use of a patented catalyst 

or a paienied ajmpuierized machiiK outside United States to make products for impoitation into the United Stales 

is also unprotected in the absence of the classic process claim required by the ITC and the CAFC. 

TV Dnnle* Problem 

Tbe pioblem finds its bad seed in the application of In re Durdex by the FTO. During the six years since 

that case was decided by the CAFC, it has become increasingly difTicult to obtain from the PTO usefiilly effective 

process patent proiectkvi in the United Slates. This has been especially true for genetic engineering inveniioas. 

Tbe PTO frequently if not regularly cites In re Durden in denying patents to such processes. This denial 

of process claim protection is routine even where the starting materials used by Uie process are found by the patent 

examiner to be separately patentaUe in dieir own right 

QualiTied commemaiors' and legal ptacdtioMn have strongly urged that In re Durden is applied by the 

PTO in a fasfaioa thai wrongly denies process patent coverage essential to the full protection of U.S. business from 

competitive impons which woukl otherwise infringe if made in diis counny. 

'la re Certain RecombinoM Eryihropoieiin. 10 USFQ2d 1906 (US ITC 1989), 37 PTCJ 647; Amgen Inc. 
V. rrc. 14 us^Qu 1734 (CAPC 1990). 4o PTCJ 3. 

'Murashige, 'Seciioii 102/103 Issues in Biotechnology Patent Prosecution,' 16 AlPLA QuattJour. 294 
(1988-89); Wegner. "Much Ado About Durden.' 71 Jour.Pai & Trademark Off.Soc'y., 78J (1989); Comment. 'The 
Eliminaiion of Process: Will the Bioiechnok)gy Patent Protection Act Revive Process Patents?.'; Beier and Benson. 
'Biotechnology Patent Protection Act," 68 University of Denver Law Review. 173 (1991). 
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IK re Darken taft, in efleo. ihu despite ihe use of seinmely pucntaUe saning nutenali in the nuking 

of a produn one cannot also obutn a classic process claim unless it can be demonsmicd thai 'unexpected results' 

occur during Ihe use of the full process. When 'unexpected results' cannot be shown, such process patent protection 

caniKX be obtained. Indeed, even when 'unexpected lesulis' can in (act be demonsmted during use of the process, 

some applications are nevertheless still rejected as 'obvious" by the PTO.' 

The applicanon by the PTO of In re Durdeit to biotechnology cases, which involve the use of living 

microorganisms, is in direct conflict with In re Mane/ and other cases*. Matey involved a prtxess of using 

traditional cultiae techniques on a new bacterial strain to prepare an antibiotic. Even though other strains were 

already known to produce the antibiotic using basically the same culnire techniques, Ihe process patent was upheld. 

The &cts in Money ate analogous to the pteparaiion of a desired protein by culturing a previously unknown, 

genetically engineered cell and to the pteparabon of antibodies by culturing a previously inknown hybridoma or 

other immortalized cell. 

Indeed, the leastxiing in Money is the law foe inventions in Europe and Japan, both of which have a long 

tradition of allowing the patenting of process inventions dui use patentaUe starting materials. 

3S U.S.C. 271(1) 

The Patent Code was amended in 1988 to make process acuvities perfonned outside the U.S. acts of patent 

infringcmetu for which relief can be obtained in a Fetleral Distnct Court i27I(g) provides: 

*A recent case. Ex paru Orser. 14 USPQ2d 1987 (Bd. of Pat App. and Inter. 1990), Ulustntes how PTO 
cites Durden to reject biotechnology process claims even when the applicant shows unexpected and superior lesulls 
due u) how the biological materials affected the claimed pnxcss. 

'499 F.2d 1289 (CCJA. 1974) 

*£.«.. In re KueU. 475 F.2d 658 (CCJJk. 1973). 
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*Wlioever wiihou luilurity impont imo ihe Uniied Slates or KUS cr usa wiihin 

die Uniied Sum a produci which is made by a process paienied in the Uniied 

Slates shall be an in&ingei.._* 

i271(() also leqiiins a process claim subjeci ID rejecbon by ihe PTO under /« n Durdkn. 

Under preaem law, an inventor is helpless to pfcveni ihe imponaiioo of a produci dial was made abroad, 

despite die use in its making ofa critically essential material which is itself patented in die Uniied Stales, unless die 

U.S. inventor is also aUe ID obtain patent protection for the process of ijSjiK such a patented material. Thefleidof 

bioechiiology is particularly suscepdble lo Uiis proUem. 

The net tesult of Ihe present law is to cieaie an uneven playing Tield for U.S. business against foreign 

competition. The US. patent law provides the patem owner wiUi die right lo exclude U.S. companies ftom making, 

using, or selling puenied articles, such as (for example) genetically-engineered host cells, catalysts, or machines, in 

the Uniied Stales. The VS. patent law provides no umfotm protection, however, for the IB£ of such vital and 

patented materials outside die Uniied States for making an important ptoduct and importing that product into die U.S. 

I urge dial it is fundamentaUy unfair dial a foreign company can use patnied U.S. iechnok>gy overseas to make 

products for importation into the U.S.. while a competing U.S. company cannot lawfully use dial lechnokigy in die 

U.S. 10 make die same ptoducL Foieign companies can compete against die U.S. paieniee widi impunity, but U.S. 

competitors cannoL 

HJt. 1417 

HJt. 1417 legislatively ovenulea In re Durdcx. The etuconem of HJl. 1417 will alkiw die PTO U3 issue 

classic process claims which invt>lve the use of novel and unobvious slatting materials in dw making of Hnal 

products. These process claims pttmde die enabling vehicle both for seeking reUef &om unfair trade pncdces by 

barring importatun under (337 of die Tariff Act, and for actions to enjoin inftingemeni untler 3S U.S.C. 271(g) of 

die Patent Code. Tliere is little question in my mind dial HJL 1417 will substantially level die playing field between 

domestk and foreign high technology enterprises. H.R. 1417 provides patent lidgation counsel, such as myself, widi 
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ihe loob needed, ftitiips even more trapcnmily. HJL 1417 tlao deliven a clnr memge to fafei(n enicfpnses dial 

ibey must compete fairiy wiih die domestic US. biotechnology indusoy. 

In reviewing HJt. 1417 I have noticed ihat dw last soiiencc of Stttioa 2 readi at EDUOWS: If Ihe 

puemaliilily of nidi pmceas depends upon such machine manufacluie or compositioo of mauer a single painil shall 

issue on the application.' I believe that this provision unfoiDnalely "'if" diat if respective product and process 

claims should issue sepaiaiely. then die process claims are not entiUed to the benefits of diis legislation. 1 strongly 

recommend diat this sentence be deleted in older to avoid any such misinieipietaiion and Ihe risk of future oomples 

and burdensome litigation to clarify what certainly cannot have been int>twWj 

While I believe dial HJt 1417 win coiTeci most of die problems associated widi die unfortunase PTO 

application of the //• re Durdtn decision, I also believe that dw vitally important VS. biotechnology industry needs 

and deaervet still fiather and specific protection. What presently remains unclev is die scope of Ihe process claims 

that will be granted by die PTO under HJi. 1417. If die PTO admuiistmively chooses to allow only very namw 

and specific claims, which recite such iiuiumenble details as lempoature. ume, proportions, reagents and die like 

that are normally disclosed by the applicant to describe the modes of representatively carrying out die invention, it 

will be dilTicult if not impossible lo establish infringement and to secure a reasonable scope of protccoon. Indeed, 

unduly natitw claims may well be easily eroded and thereby not literally and direcdy infringed by foreign 

competiton. The patentee would then be laced with die dilemma of accepdng such namiw claims as may be 

gnidgingly available from the PTO or. alteinauvcly. incurring Ihe cost and delay of administrabve appetU and 

litigation to secure a full and fair scope of patent coverage for die real inventive contnbuiion made. 

In Older lo more fully protect the invenove efToits of die still emerging U.S. biotechnology industry, I 

recommend dial HJI. 1417 alio pn>vide for ao express amendment to Scctioa Z71 of die Paicm Code. Such an 

added amendment u 271 wouU provide diat it is an act of patent infringemem to use patented biokigical materials 

such as genetically enguieered host cells and DNA sequences to make products outside Ihe U.S. foe imponaoon into 

Ihe US. Tlu right provided woukl be independent of process paicM claims. Use presem exclusive reliance on 

process clairu for the enforccsnctu of domestic biotcchnokigy patent rights against unfair foreign compeotion woukl 

be elimuiaied. 



1 believe tlut il is unfair lo allow foreign companies lo utilize patented host cells and ONA sequences 

outside of the U.S. 10 make lecombinani products for imporutioo into the U^. when U^. companies cannot lawfully 

uae the same maieiial within the US. The patented host cells arc. in essence, novel living means to make complei 

bioiogical praducts J»ai can be made in no other way. These unique, genetically-engineered host cells deserve some 

panicularized protecuon for (he continued advancement of the biotechnology industry in this country and to overcome 

unfair foreign compeuiion. 

HJt. 1417 together with the funher amendment that I have suggested will provide litigation counsel with 

(he tools 10 insure the Caimess of a level playing field fee U.S. business, and especially for the emerging and yet 

vulnerable domestic bioiechnok)gy industry. 

Hunk you for the aniocainity lo express ny views on this maaer. 
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Mr. HUGHES. MS. Nelsen, welcome. 

STATEMENT OF UTA L. NELSEN, ASSOCIATE DIRECTOR, TECH- 
NOLOGY UCENSING OFFICE, MASSACHUSETTS INSTITUTE OF 
TECHNOLOGY, CAMBRIDGE, MA 
Ms. NELSEN. I appreciate the opportunity to be here, and, before 

I start, I would Hke to thank the chairman, Mr. Hughes, for his 
support in preserving the small entity, not-for-profit lower patent 
fees. It made a big difference to us and to the members of the Asso- 
ciation of University Technology Managers and our ability to keep 
doing the work we are doing. 

Mr. HUGHES. Well, thank you, Ms. Nelsen. I might say that my 
ranking Republican, Carlos Moorhead of California, was very, very 
instrumental also in ensuring a small entity fee. Thank you. 

Ms. NELSEN. Universities mostly are doing their patents at risk; 
that is, they are filing very, very early, when the technology is em- 
bryonic, and they don't have licensees. It is coming right out of our 
pockets, and every saving in patent cost is important to us. 

Based on the same issue, that we generally are doing our tech- 
nology transfer at the stage when the technology is very new, when 
the patents are pending, and most of us are not making money on 
the process. We are doing it in order to induce development in this 
early stage science. Particularly, in biotechnology this is important 
because uie amount of development that is required both in time 
and money is of the order of many years and tens of millions of dol- 
lars. When they start the process, with pending, not issued patents, 
it is all at very high risk; there is no guarantee that any product 
will come out of the technology. 

Because we are using patents as a mechanism for inducing the 
investment, and because we are trying to do it at the point where 
the science first comes out of the university, so patents may be 
pending for up to 3 to 6 years; and we do not see the average issu- 
ance at 27 months that was mentioned here. It is more like 3V2 
years for the basic biotechnology patents, sometimes up to 5 or 6. 
It is therefore very important that the patenting process be predict- 
able. It is the consistency of the process that is necessary to us. 
The consistency of what claims will be issued and which ones can 
be enforced. Otherwise, the potential licensees are not going to take 
the risk. 

One of the primary objectives of the Biotechnology Patent Protec- 
tion Act, as we understand it, is to clear up the confusion arising 
fi-om the Durden decision. We believe that the types of claims cov- 
ered by the act should be patentable, and that a clear ruling either 
by the courts or through the act will reduce the uncertainty arising 
from Durden in a beneficial way. We believe that the Process Pat- 
ent Amendment Act of 1988 gave important and legitimate protec- 
tion to the American biotechnology industry and that this protec- 
tion should be extended to conventional processes using unique 
patentable starting material; again, either through change in what 
is patentable or through further amendment of the trade law. 

Thank you. 
Mr. HUGHES. Thank you very much, Ms. Nelsen. 
[The prepared statement of Ms. Nelsen follows:] 
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PBEPAHED STATEMENT OF LTTA L. NELSEN, ASSOCIATE DIRECTOR, 
TECHNOLOGY LICENSING OFHCE, MASSACHUSETTS INSTITUTE OF 
TECHNOLOGY, CAMBRIDGE, MA 

My name is Lita Nelsen. I am the Associaie Director in the Technology Licensing Office of the 
Massachusetts Institute of Technology. I am also the Piesidcnt-Elect of the Association of University 
Technology Managers. I appncciatc the opportunity to be heic and to comment on this important 
legislation. I would al.w. paicnihclically, like to take the lime to extend the thanks of our office and of 
the university community as a whole to the Chairman. Mr. Hughes, for his support in preserving the 
small entity exemption on patent fees. The savings were very imponant in enabling us to continue our 
work in technology transfer. 

Now back to the subject at hand: M.I.T. has one of the most active patenting and licensing 
ofTices among American universities. In 1990. we had 112 U.S. patents issue to us--almost twice as 
many as any other university. And we signed mote than 75 license agreements, six of them with new 
companies started up around our technology. The great preponderance of these licenses were with 
American companies. While our technology ffansfer work ranges in fields from aeronautical engineering 
to biology, over a third is in the biotechnology and medical fields. 

Our primary objective in patenting and licensing the technology arising from our research is to 
induce development of this technology for the public benefit Most of the technology coming out of our 
research is in a very early stage of development. It requires substantial investment, both in time and 
money, to bring it from an embryonic "university stage" invention through product development and 
testing to a product ready for the marketplace. In the case of biotechnology ptoducts. this time may be 
eight to ten years (or more) and the money will be tens of millions of dollars--all at high risk, since, 
when the invention first leaves the university, there is no guarantee that a product will ever be 
successfully developed from it. 

We use patents as a mechanism for inducing this investment: in return for the risk of 
development, licensees arc granted a period of exclusivity in the marketplace through exclusive licenses 
to our patents. Most frequently, (he patents are licensed while they arc still pending, giving us a 
substantial headstan in the development cycle. 

This system to induce development is highly dependent on the consistency of the patenting 
process. The licensee must have reasonable confidence in the types of claims likely to issue to a pending 
patent and. after issuance, in the ability to enforce the patent claims against infringers both within and 
outside the United Stales. Uncertainty in the types of claims that may issue or which can be enforced 
will substantially decrease the incentive for early licensing and investment in development. 

One primary objective of the Biotechnology Patent Protection Act appears to be to clear up the 
confusion arising from the Durden decision about whether certain types of process claims are allowable. 
We believe that the type of claims covered by the Act should be paientabic and that a clear ruling either 
by the courts or through the Act will reduce the uncertainty arising from Durden in a beneficial way. We 
further believe that the Process Patent Amendments Act of 1988 gave imponant and legitimate protection 
to the American biotechnology industry, and that this protection should be extended to conventional 
processes using unique, patentable starting materials-cither through change in the patentability of certain 
claims or through a further amendment of the trade law.  Thank you. 
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Mr. HUGHES. Mr. Ebright, welcome. 

STATEMENT OF GEORGE W. EBRIGHT, CHAIRMAN AND CHIEF 
EXECUTIVE OFFICER, CYTOGEN CORP., PRINCETON, NJ, ON BE- 
HALF OF THE INDUSTRIAL BIOTECHNOLOGY ASSOCIATION 
Mr. EBRIGHT. Chairman Hughes, thank you for the opportunit^r 

to address the subcommittee. I am chairman and chief executive of- 
ficer of Cytogen Corp., a biotechnology company located in Prince- 
ton, NJ. I also serve as a board member of the Industrial Bio- 
technologv Association, a trade association that represents over 100 
biotechnology companies in the U.S.A. Collectively, IBA represents 
more than 80 percent of all of the biotechnology research and de- 
velopment investment in the United States. I am here today on be- 
half of the IBA, and I am accompanied by Lisa Raines, our staff 
intellectual property expert. 

Biotechnology, as has been said, is an important source of eco- 
nomic vitality for America. The United States is the world leader 
in research, development and manufacture of biotechnology prod- 
ucts. In 1991, as has also been said, the U.S. biotechnology reached 
$4 billion in sales, a 38-percent increase over 1990, with exports in 
excess of $600 million. 

Biotechnolo^ is, indeed, one of the high technology industries 
where the United States remains the world leader. But our contin- 
ued preeminence is jeopardized by deficiencies in our Nation's pat- 
ent law. If uncorrected, these deficiencies, I beHeve, could lead to 
other countries pirating U.S.-developed technologies to make prod- 
ucts for export back into the United States, unfairly competing 
with the American inventor. 

The great cost of developing a new biotechnology product stands 
in stark contrast to the ease with which the product can be copied. 
Under these circumstances, the only incentive to invest in research 
and development is the availability of clear and meaningful patent 
protection. Without such protection there is simply no incentive for 
investment. 

Unfortunately, biopharmaceutical products are often 
unpatentable. This compares unfavorably with traditional pharma- 
ceutical chemicals, which are almost always patentable new mol- 
ecules. Traditional pharmaceutical chemistry involves generating 
thousands of new molecules and screening them for biological activ- 
ity. Since those generated molecules are entirely synthetic, thev 
generally meet the principal criteria of patentability: novelty, util- 
ity, nonobviousness. 

But biotechnology does not involve randomly generated new mol- 
ecules; instead, it involves genetically engineering technology that 
is used to identify and synthesize naturally occurring human pro- 
teins and enzymes. 

Now, when the criteria for patentability are applied to a geneti- 
cally engineered protein, a patent can be granted if the protein was 
never known before. However, if the scientific literature reveals 
that that protein has previously been purified, even if only to a 
very minor extent, even if it has not been definitely characterized, 
it could be deemed unpatentable for lack of novelty. In the absence, 
then, of a product patent, process patent protection constitutes the 
only meaningful incentive. 
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However, the biotechnology industry's ability to obtain a process 
patent protection has been circumscribed since the recent Federal 
court ruling in Burden. Without process patents, the industry sim- 
ply does not have the means whereby to prevent piracy of genetic 
engineering inventions by foreign companies that want to sell in 
the U.S. market. The problem, of course, as has been stated, is the 
erroneous and inconsistent application of In re Durden, a 
nonbiotechnology patent case, to important biotechnology processes. 

I will not explain the process by which Durden is applied to proc- 
ess claims because we have heard that several times. But it does, 
indeed, seem a matter of logic that Mancy, not Durden, should be 
applied to biotechnology cases. And, indeed, the reasoning in 
Mancy is the law for inventions in Europe and Japan, both of 
which have a long tradition of patenting process inventions that 
use patentable starting materials. 

As has also been stated, so I won't elaborate, the difference be- 
tween Durden and Mancy is that Durden refers to a method of 
making and Mancy a method of using. That has now been well doc- 
umented. 

H.R. 1417, the Biotechnology Patent Protection Act, would cor- 
rect this problem. After lengthy consideration, IBA has concluded 
that this legislation will lead to greater certainty and predict- 
ability. It will decrease unnecessary litigation, and most impor- 
tantly, it will enable inventors to obtain the patent protection that 
we have fairly earned. 

In conclusion, let me restate that the U.S. biotechnology industry 
believes that the patent system should reward the achievement of 
pioneers. But instead, it allows intellectual pirates to copy innova- 
tive biotechnology products without penalty. The system as it is is 
failing and statutory changes are vital to our Nation's ability to re- 
tain the competitive edge that we currently have in biotechnology. 
We urge the Congress to remedy this problem by expeditiously en- 
acting H.R. 1417. 

Thank you. 
Mr. HUGHES. Thank you, Mr. Ebright. 
[The prepared statement of Mr. Ebright follows:] 
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PREPARED STATEMENT OF GEORGE W. EBRIGHT, CHAIRMAN AND CHIEF 
EXECUTIVE OFFICER, CYTOGEN CORP., PRINCETON, NJ, ON BEHALF 
OF THE INDUSTRIAL BIOTECHNOLOGY ASSOCIATION 

Good morning, my name is George Ebright and I am the 
Chairman and Cliief Executive Officer of Cytogen Corporation, a 
biotechnoiogy company located in Princeton, New Jersey.  Cytogen 
is a diversified health care products company whose 170 employees 
focus on the discovery, development, manufacture, and marketing 
of biopharmaceutical and medical diagnostic products for cancer. 

I also serve as a Board member of the Industrial 
Biotechnology Association (IBA), a trade association that 
represents over 100 companies.  IBA member companies are engaged 
in biotechnology research and development in the fields of health 
care, agriculture, food and industrial enzymes, and toxic waste 
degradation.  Collectively, IBA represents more than 80% of all 
biotechnology R&D investment in the United States.  I am here 
today on behalf of IBA and an accompanied by Lisa Raines, IBA's 
staff intellectual property expert. 

The U.S. biotechnology industry believes that the patent 
system should reward the achievements of biotechnology pioneers, 
but that instead it allows intellectual pirates to copy 
innovative biotechnology products without penalty.  The system is 
failing, and statutory changes are vital to our Nation's ability 
to retain the competitive edge it currently has in biotechnology. 
IBA urges the Congress to remedy this problem bv exoeditiouslv 
enacting H.R. 1417. 

The remainder of ny testimony elaborates on these themes.  I 
begin by profiling the U.S. biotechnology industry, describing 
what it does and how it is inproving both our economy and quality 
of life.  I continue with a discussion of the fact that, as our 
Nation's most research-intensive industry, biotechnology 
innovation must receive the same kind of intellectual property 
protection as innovation by other industries.  (An appendix 
provides national statistics on these points.) 

I then explain in some detail why many biotechnology 
inventions are not receiving the necessary patent protection, and 
point out that the U.S.' failure to issue biotechnology process 
patents conflicts with patent law in both Europe and Japan.  It 
is indeed ironic that many foreign countries provide superior 
biotechnology process patent protection to our own country, which 
pioneered this technology. 

Finally, I describe how the biotechnology industry arrived 
at H.R. 1417 (with some minor amendments) as the most reasonable 
and appropriate solution to the problem. 

Profile of the Biotechnology Industry 

Biotechnology is the application of engineering and 

- -\ 
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technological principles to living organisms or their components 
to produce new inventions or processes.  An important branch of 
biotechnology is genetic engineering, or recombinant DNA 
technology, which concerns the analysis and alteration of genes 
and proteins.  These sciences are of vital importance to U.S. and 
world progress in innumerable fields.  In fact, the National 
Academy of Engineering characterizes genetic engineering as one 
of the ten outstanding engineering achievements in the past 
quarter century.' 

On the medical side, genetically engineered drugs and 
vaccines are now available to treat a number of diseases, 
including diabetes, dwarfism, hepatitis, heart attacks, anemia, 
leukemia, and organ transplant rejection.  Medical products in 
development have the potential to eradicate hundreds of diseases, 
Including such intractable diseases as cancer, arthritis, AIDS, 
and Alzheimers.  Biotechnology has also vastly improved our 
ability to diagnose medical conditions. 

On the agricultural side, biotechnology promises to improve 
the nutritional and aesthetic quality of our food supply while 
lowering farm input costs and offering environmental benefits 
over existing agricultural technologies.  In addition to 
benefitting American consumers, farmers, and the environment, 
advances in agricultural biotechnology (such as development of 
drought- and disease-resistant crops) offer perhaps the only hope 
for agricultural self-sufficiency and economic stability in 
developing countries. 

Other applications of biotechnology Include fine chemical 
manufacture and bioremediation, which consists of using 
microorganisms to convert toxic pollutants into harmless 
substances.  Bioremediation is increasingly being used to treat 
coastal oil spills and toxic waste dumps, and to treat industrial 
waste prior to disposal. 

In addition to these remarkable new products, biotechnology 
is an important new source of economic vitality for America. 
American scientists invented genetic engineering and American 
investors have funded the research and development that is 
enabling our industry to translate cutting-edge science into 
economic growzh. 

As a result, the U.S. is the world leader in the research, 
development, and manufacture of biotechnology products.  In 1991, 
the U.S. biotech industry produced sales of $4 billion, a 38t 
increase over 1990, and net exports in excess of S600 million. 

'National Academy of Engineering, Enoineerino and the 
Advancement of Human Welfare: 10 Outstandino Achievements 196-'- 
1989 (1989) . 



The White House Council on Competitiveness projects that 
biotechnology will be a $50 billion industry by the year 2000. 

Clearly, biotechnology is an industry that can contribute 
mightily to U.S. economic growth and improved quality of life. 
Indeed, two major reports released this year labelled 
biotechnology one of several "critical technologies" that will 
drive U.S. productivity, economic growth, and competitiveness 
over the next ten years and perhaps over the next century.' 

Protecting Investment in Biotechnology RtrP 

One of the distinguishing characteristics of the 
biotechnology industry is the extraordinarily high level of 
investment made in research and development (R&O).  Since the 
biotechnology industry's inception in the late 1970s, 
biotechnology companies have ploughed at least SIO billion into 
long-term R&D programs.  In 1991, U.S. biotech industry R&D 
totalled S3.2 billion, an 18% increase over 1990.  A single 
biopharmaceutical product typically costs SlOO to 200 million to 
develop. 

Industrywide, R&D accounts for 30* of all costs incurred by 
biotechnology companies.  Although the research-intensive 
pharmaceutical industry is often used as a benchmark for 
investment in innovation, biotech industry research intensity 
surpasses that for the traditional pharmaceutical industry. 
While no studies directly compare the R&D intensity of all 
industries, recent studies by Ernst & Young' and BusinessWeek* 
suggest that the biotechnology industry is probably this 
country's most R&D intensive industry. 

R&D as a percentage of revenue is a measure routinely used 
in established industries to gauge the proportion of today's 
product sales being reinvested in research towards tomorrows 
products.  According to Ernst & Young, the top ten pharmaceutical 
companies averaged H% reinvestment in 1991,  whereas biotech 
companies reinvested an average of 47%.  BusinessWeek reports 
that the top five U.S. companies in R&D spending per dollar of 

'council on Competitiveness, Gaining New Ground: Technology 
Priorities tor  America's Future (1991); White House Office of 
Science and Technology Policy, Report of the National Critical 
Technologies Panel (1991). 

'Ernst & Young, Biotech 92: Promise to Reality. An Industry 
Annual Resort (1991). 

^BusinessWeek. Soecial issue on Innovation in America (Jul-/ 
1, 1991). 
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revenue are all biotechnology companies. 

Another way of measuring investment in innovation is to 
examine RSD expense per employee.  In 1991, biotech companies 
averaged $81,000, as compared with 323,000 for the top ten 
pharmaceutical companies.  Five of this country's top ten R&D 
spenders in dollars per employee are biotechnology companies. 

In deciding whether to fund an RiD program, biotech 
companies examine whether the expected product life, market 
potential, and competitive situation warrant the investment. 
Clearly, if a pioneer company is to invest SlOO to S200 million 
to develop a new biopharmaceutical, it must be assured that a 
competing company cannot pirate the pioneer's intellectual 
achievements. 

Intellectual Piracy in Biotechnology 

Piracy is fairly easy to accomplish in biotechnology.  For 
one thing, most scientific breakthroughs are routinely published 
in scientific journals, rather than maintained as trade secrets. 
Liberal publication policies, which are consistent with the 
academic scientific tradition from which the biotechnology 
industry springs,  have four major benefits.  First, it enables 
other scientists to review and verify the accuracy of our 
scientists' research results.  Second, it advances science and 
technology by enabling other scientists to learn from and build 
on the work of other scientists. Third, it conserves our Nation's 
research resources by enabling scientists to avoid unnecessarily 
duplicating the work of others.  Finally, it increases the morale 
and dedication of industry scientists by allowing them to obtain 
the recognition of their academic colleagues for their 
achievements. 

Once an important scientific breakthrough is published, such 
as the genetic sequence that codes for a potentially important 
therapeutic protein, it is a fairly simple matter for a trained 
scientist to copy the product from the "recipe" routinely 
published in the scientific journal. 

This is not the only way to pirate a pioneering 
biotechnology invention.  When a company isolates or synthesizes 
a purified protein that appears to have therapeutic significance, 
it will begin preclinical and clinical trials of the substance to 
determine its usefulness in treating diseases.  Once these 
studies begin and samples of the purified protein are used 
outside of the four walls of the innovator, a competitor may 
obtain a sample of the material from a university at which the 
clinical trial is being conducted or from some other source.  It 
is then relatively easy to sequence the protein so as to 
determin-j its precise amino acid composition.  This, in turn. 
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enables the compecicor to cieterinine the gene sequence needed to 
synthesize the protein.  The process just described is the 
biotechnology equivalent o£ "reverse engineering." 

As has been demonstrated, the great cost of developing a new 
biotechnology product stands in stark contrast to the ease with 
which the product can be copied.  Under these circumstances, the 
only incentive to make such investments is the availability of 
clear and meaningful patent protection.  Without such protection, 
there is simply no incentive to invest, and without investment, 
there can be no new products, no new jobs, no new exports, and no 
new economic growth. 

Availability of Patents for Biotechnology Inventions 

While modern biotechnology is generally considered to have 
begun with the first recorabinant DNA experiment in 1973, it was 
not until 1980 -- when the U.S. Supreme Court held that a 
genetically engineered microorganism was patentabie -- that 
biotechnology companies began forming to commercialize 
recombinant DNA technology.  This decision suggested that 
"everything under the sun made by man," including 
biotechnological inventions, was patentabie.' 

But while genetically engineered microorganisms are clearly 
patentabie, the biopharmaceutical products they produce often are 
not.  This compares unfavorably with traditional pharmaceutical 
chemicals, which are almost always patentabie new molecules. 

The reason for the difference relates to the difference in 
scientific approach.  Traditional pharmaceutical chemistry 
involves randomly generating thousands of new molecules and 
screening them for biological activity.  Since these randomly 
generated molecules are entirely synthetic, they easily meet the 
principal criteria of patentability: novelty, utility, and 
nonobviousness. 

But biotechnology does not involve randomly generating new 
molecules.  Instead, genetic engineering technology is used to 
identify and synthesize naturally occurring human proteins and 
enzymes.  Our bodies produce at least 50,000 different proteins 
and enzymes, each with a different function, such as stimulating 
our immune system, telling wounds to heal, and instructing our 
bodies to make more blood cells. 

and 
e 

To be patentabie, an invention must be novel• nonobvious• 
nd useful . When ihese criteria are applied to a genetically 
ngineered protein, a patent will generally be granted if the 

'cii.amond v. Cha^-.r-ibar-v. -H? U.S. 303 (1980). 
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protein was nev«r knovm before it was isolated and purified using 
genetic engineering techniques.  For example, tissue plasroinogen 
activator, a naturally occurring protein that dissolves the 
coronary blood clots that cause heart attacks, was totally 
unknown before it was isolated using biotechnology techniques and 
has been patented. 

However, if the scientific literature reveals that the 
protein has previously been purified to some extent, even if it 
has not been definitively characterized, it may be deemed 
unpatentable for lack of novelty.  This may occur even when the 
amount of the natural product that has been isolated is 
insufficient for any practical use and the method employed cannot 
provide practical quantities of the material. 

For example, insulin was first discovered in 1921, when 
scientists first rentoved a dog's pancreas, making the animal 
diabetic.  By extracting canine insulin from the excised 
pancreas, they were able to treat the dog's diabetes.  Several 
years later, other scientists isolated human insulin from human 
cadaver pancreases. 

All these scientists knew was that they had a test tube 
containing a trace aaount of human insulin.  They didn't know 
what the chemical structure was or how to manufacture it.  As a 
result, for more than fifty years after its discovery, human 
Insulin was not available to treat diabetes.  Instead, diabetics 
were forced to rely on animal insulin from the pancreases of 
slaughtered pigs and cows.  Unfortunately, since porcine and 
bovine insulin are slightly different from human insulin, some 
diabetics found that their bodies rejected the animal insulin as 
a foreign entity. 

Nevertheless, this 1920s research effectively barred anyone 
who later identified human insulin's chemical structure or 
Invented a way to manufacture it from obtaining a product patent. 
Frederick Sanger's success in identifying the chemical structure 
and precise molecular weight of human insulin (19S1) won him the 
Nobel Prize but couldn't win him a patent.  And David Goeddel's 
success in synthesizing recombinant human insulin (1979) enabled 
patients the world over to finally have access to the product, 
but he couldn't get a product patent either.  Yet it is only 
because of the work of these men that diabetics finally have 
access to this drug. 

In the absence of product patent protection, what incentive 
is there for scientists and investors to devote their lives and 
their savings to identifying a protein's molecular structure and 
devising genetic engineering methods Cor its manufacture?  In 
biotechnology, the answer is to obtain patent protection on the 
process for making the product.  Since genetic engineering is the 
only commercially feasible method for manufacturing these human 
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proteins,   A  patent on  tht  recombinant manufacturing process  can 
be tantamount  to a product patent- 

Limited Availability of  Process  Patents 

However,   the biotechnology  industry's  ability to obtain 
process  patent protection has been circumscribed since a recent 
Federal  Circuit Court  ruling.     And without process  patents,   the 
industry simply does  not  have  the means whereby to prevent  piracy 
of genetic  engineering  inventions by foreign companies  that want 
to  sell  to  U.S.   markets. 

The problem  is  the erroneous  and inconsistent application of 
In re Durden.* a  nonbiotech patent case,   to  important 
biotechnology  processes.     During the six years  since  the U.S. 
Court of  Appeals  for  the  Federal Circuit   (CAFC)  decided  this 
case,   it  has  become  increasingly difficult  to obtain process 
patent  protection  in the  United States   for genetic engineering 
inventions. 

Durden  involved  the process of making novel carbamate 
products   from  novel  oxime starting materials.     The patent 
applicants made  the  following admission: 

"Generally  speaking,   it is  known  that heterocyclic 
Oxime compounds   (which appellants'   oximes are conceded 
to  be)   can be reacted with known carbamoyl  halide 
compounds,   as  evidenced by Punja U.S.   Patent No. 
3,843,669." 

The CAFC  adopted  the applicants'   statement of  the  issue  in 
this case,   as   follows: 

"The issue to be decided is whether a chemical process, 
other-rfise obvious, is patentable because either or both 
the specific starting material employed and the product 
obtained  are novel and nonobvious."   (Emphasis added] 

The  court  regarded  the  reaction process   to be unpatentable, 
irrespective of   the  patentability of  the  reactants  and of  the 
reaction  products,  on the ground that  no new reaction process   is 
Invented merely because a different reaction material  is  used  in 
an otherwise  old  process.     The results  of  using an old process 
was predictable,   this  being adnitted by the applicants. 

Part  of   the uncertainty of Durden  lies   in determining  its 
scope of  application.     While the CAFC cautioned against 
universally applying  Durden.   there  is  no  reason  to deduce   from 

»763   r.   2d   1406   (Fed.   Cir.   1965). 
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the court's cautionary note that Durden is not similarly 
applicable to nonchemical disciplines.  As a result, it has 
frequently been cited by the PTO in denying patents to genetic 
engineering processes.  This denial of process claim protection 
is routine even if the starting materials are found by the patent 
examiner to be patentable in their own right.  A survey of the 
impact of Durden commissioned by Genentech shows that at least 
60% of biotechnology patents lacking process claims can be 
directly linked to a Durden rejection. 

Basically, Durden's application to genetic engineering, as 
applied by PTO to hundreds of biotechnology cases, is as follows: 
The basic process of genetic engineering is known.  It consists 
of inserting a DNA molecule into a living cell so that the 
cellular machinery produces the specific protein encoded by that 
particular DNA molecule.  Therefore, once you have invented a new 
DNA molecule, it is obvious that it can and should be used in a 
recombinant DNA process.  Since nonobviousness is one of the 
three criteria for patentability, an obvious process is not 
patentable. 

Durden says, in effect, that it is obvious how to use an 
invention that never existed before.  As a result, in many cases, 
one can only obtain a biotech process patent if one can 
demonstrate that "unexpected results" occurred during the use of 
the otherwise "obvious" process.  When "unexpected results" 
cannot be shown, process patent protection cannot be obtained. 

Demonstrating "unexpected results" will likely require 
additional scientific experimentation and extensive negotiations 
with the PTO, both of which substantially add to the expense of 
obtaining a process patent.  This means that inventors with 
limited budgets, such as small companies and universities, are 
placed at a distinct disadvantage.  In Che Genentech study, all 
of the universities surveyed forfeited the process patent 
protection to which they appear to be entitled. 

A majority of biotechnology process patents — almost two- 
thirds, in taot.  --  are issued only after a Durden rejection is 
made and later overcome with evidence of "unexpected results." 
However, even when "unexpected results" can be demonstrated, some 
processes are still rejected as "obvious."  A recent case, £ji 
parte Orser illustrates how the PTO cites Durden to reject 
biotechnology process claims even when the applicant shows 
unexpected and superior results due to how the biological 
materials affected the claimed process.' 

Even those who are lucky enough to overcome Durden 
rejections may have issuance of their patents needlessly delayed 

' 14 USPQ 2d 1997 (3d. of Pat. App. and Inter. 1990) 

64-783 - 93 - 3 
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for six or eight months.  This delay can jeopardize a company's 
ability to raise the capital necessary, for example, to conduct 
animal and human studies oi   a new drug's safety and 
effectiveness. 

Furthermore, experience shows that whether a Durden 
rejection is made in the first place varies from patent examiner 
to patent examiner, so that the luck of the draw -- that is, 
which patent examiner is assigned their case -- is a significant 
factor in determining whether an inventor will obtain process 
patent protection. 

These findings are consistent with the biotechnology 
industry's belief that Durden has had a chilling effect on 
process patent protection for the U.S. biotechnology industry. 

APDlvina Durden Conflicts with Other Cases and Other Countries 

The application of Durden to biotechnology cases, which 
involve microorganisms, is in direct conflict with In re Mancv* 
and other cases'.  Mancy involved a process of using traditional 
culture techniques on a new bacterial strain to prepare an 
antibiotic.  Even though other strains were already known to 
produce the antibiotic using basically the same culture 
techniques, the process patent was upheld.  The facts in Mancv 
are analogous to the preparation of a desired protein by 
culturing a previously unknown, genetically engineered cell and 
to the preparation of antibodies by culturing a previously 
unknown hybridoma or other immortalized cell. 

It therefore seems a matter of logic that Mancv. not Durde.n • 
should be applied to biotechnology cases.  And, indeed, the 
reasoning in Mancy is the law for inventions in Europe and Japan, 
both of which have a long tradition of patenting process 
inventions that use patentabie starting materials.  Policymakers 
should not overlook the fact that our foreign competitors are 
already providing their inventors with the kind of process patent 
protection that we seek. 

'Why, then, does the PTO apply Durden rather than .Mancv to 
genetic engineering cases?  The reason appears to be that Durden 
and Mancv are characterized as two different kinds of process 
inventions.  Durden deals with a process of making an end 
product, whereas Mancv refers to a process of using starting 

'499 F.2d 1289 (C.C.P.A. 1974). 

'E.g. . In re K'lehl. 475 F.2d 658 (C.C.P.A. 1973). 
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materials.  Indeed, a  more recant case. In re Pleuddeman". 
stated that "there is a real difference between a process of 
making and a process of using and the cases dealing with one 
involve different problems from cases dealing with the other." 

Genetic engineering uses starting materials to make an end 
product, so that it may fairly be characterized as either a 
method of making or a method of using.  By electing to consider 
such cases as method of making cases, the PTO has ruled that they 
should therefore be governed by Durden.  Although there may be 
times when using differs from making, it is not clear why the two 
modes of reciting a process should yield diametrically opposite 
results. 

It appears that virtually all connentators and legal 
practitioners believe that Durden is applied in a fashion that 
wrongly denies process patent protection to biotechnology 
inventions.  In the last three years, five law review articles 
have been written on this subject.  All of them support 
overruling Durden." 

Starting Materials Patents; An Alternative? 

If an end product is not patentable because it lacks novelty 
(as in the insulin example) and the genetic engineering process 
is not patentable because it is considered obvious under Durden. 
the inventor may nevertheless patent the starting materials.  It 
is a relatively simple matter for an inventor to obtain a patent 
on a new ONA molecule or on the cell into which that DNA is 
inserted for the purpose of genetically engineering the cell to 
produce a protein. 

A U.S. patent grants the right to prevent unauthorized 
parties from "making, using, or selling" the invention in the 
United States.  If the patent is on an end product, then not only 
can the product not be "made" in this country without the 
patentee's permission, it cannot be "sold" in this country, even 

'•l5 USPQ2d 1738 (1991). 

"  Murashige, "Section 102/103 Issues in Biotechnology 
Patent Prosecution," IS AIPLA Quart. Jour. 294 (1988-89); Wegner, 
"Much Ado About Durden," 71 Jour. Pat. 4 Trademark Off. Soc'v. 
785 (1989); Comment, "The Elimination of Process: Will the 
Biotechnology Patent Protection Act Revive Process Patents?," 24 
John Marshall Law Review 263 (1990); McAndrews, "Removing the 
Burden of Durden Through Legislation: H.R. 3957 and H.R. 5664," 
72 Jour. Pat. & Trademark Off. Soc'v. 1188 (1990), Beier and 
Benson, "Biotechnology Patent Protection Act," 68 University of 
Denver Law Review 173 (1991). 
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if ic is manufactured overseas and subsequently imported into the 
U.S.  Legislation enacted in 1988 extended this principle to 
process patents: not only is unauthorized domestic "making" of 
the process prohibited, but importation of foreign-manufactured 
products is also prohibited if a U.S.-patented process was used. 
In both cases, the principle is that if an activity constitutes 
infringement of a U.S. patent if performed within the United 
States, then it is also an act of infringement to do it overseas 
and import the end product. 

But current law does not give starting material patents 
these same enforcement rights.  The rulings in two cases 
involving the biotechnology company Amgen" show that, while 
unauthorized domestic use of U.S.-patented starting materials 
constitutes patent infringement, the patent does not give a 
company the right to prevent the use of these starting materials 
overseas followed by importation of the finished product. 

Amgen Is a California biotechnology company that was a 
pioneer in the development of erythropoietin (EPO), a hormone 
produced in the kidney that stimulates red blood cell production. 
Aragen holds a patent covering the gene that codes for EPO and the 
genetically engineered host cell into which the gene was 
Inserted. 

Amgen's patent on the EPO gene and host cell effectively 
prevents anyone else from making EPO in the U.S., since these 
starting materials are essential for the production of EPO using 
genetic engineering techniques, and genetic engineering is the 
only known way to make EPO in commercial quantities. 

However, a Japanese company, Chugai Pharmaceutical, obtained 
the starting materials from a U.S. company, Genetics Institute. 
While Genetics Institute's own use of these materials was held to 
be an act of infringement and the company is now enjoined from 
further manufacture, use of these starting materials by its 
Japanese partner is not infringement, even though the product is 
being manufactured for export to the U.S.  Because the starting 
materials are being used outside the U.S., there is technically 
no infringement of the U.S. patent, notwithstanding subsequent 
importation of the end product. 

Since process patents are enforceable against foreign-based 
infringement while starting material patents are not, the latter 
is not an adequate substitute for the former. 

"Amoen v. U.S. International Trade Commission. 902 F.2d 
1532 (Fed.Cir. 1990) and Amgen v. Genetics Institute and Chugai 
Pharmaceutical. 927 F.2d 1200 (Fed.Cir. 1991), cert, denied.   
U.S.   1 1991) . 
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The Solution 

When Che biotechnology industry began working on a solution 
in 1987, our patent lawyers cane up with a two-pronged approach 
to amen'iing Che patent statute:  (1) make biological starting 
material patents enforceable at the border and (2) overrule the 
Durden case.  Either of the two prongs would solve the problem 
for Che large majority of biotechnology inventions; together they 
would solve Che entire problem. 

The original version of the Biotechnology Patent Protection 
Act, encompassing this essentially belt-and-suspenders approach, 
was introduced in the 101st Congress by Representatives Rick 
Boucher (D-VA) and Carlos Moorhead (R-CA) in the House, and by 
Senator Dennis OeConcini (0-AZ) in the Senate.  Hearings were 
held by this Subcommittee in September 1990, shortly before the 
101st Congress adjourned sine die. 

When Che Industry drafted the belt-and-suspenders bill, we 
anticipated that the first prong -- making biological starting 
material patents enforceable at Che border -- would be fairly 
noncontroversial, since it merely extended existing process 
patent law principles to biological starting materials. 
Similarly, we anticipated that legislatively overruling a federal 
circuit court case would provoke considerable controversy because 
it would dramatically change patent law.  He were wrong on both 
counts. 

To our surprise, substantial opposition arose to making 
biological material patents enforceable at the border.  While 
many "patent purists" objected on principle to having a patent 
law provision apply to only one industry, several chemical 
companies insisted that universal application would wreak havoc 
for the chemical industry.  There was no satisfying both sides. 

Furthermore, by granting the U.S. International Trade 
Commission (ITC) authority to bar importation in cases like 
Amgen's, the legislation would have created diplomatic problems 
for our Government during the midst of the GATT negotiations, 
because the U.S. Trade Representative had already conceded that 
the ITC violates GATT's prohibition against discrimination. 
(Domestic companies, but not foreign companies, can go Co che ITC 
and seek an exclusionary order to block products at che U.S. 
border if "unfair trade praccices" are involved.) 

Objections were also raised to the provision's effective 
date, which some viewed as retroactive, because it would have 
enabled Amgen to enforce its pacent against Chugai.  Those 
holding this view believe it would be unfair to undermine the 
investment made by Chugai and its U.S. parcners, whose currently 
noninfringing importation would become infringring. 

12 
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Also to our surprise, substantial support for overruling 
Durden was shown by other industries -- including the National 
Association of Manufacturers and the Pharmaceutical Manufacturers 
Association, and large portions of the chemical industry -- as 
well as by dozens of universities.  Even the Commissioner of 
Patents and Trademarks conceded, in his October 1990 testimony 
before this Subcommittee, that the PTO finds Durden to be 
confusing and inconsistent with other cases, so that overruling 
It would greatly clarify the law. 

In the 102nd Congress, Representatives Boucher and Hoorhead, 
and Sen. DeConcini, introduced a revised version of the 
Biotechnology Patent Protection Act (H.R. 1417/S.654).  The new 
bill overrules Durden but does not expand enforcement for 
biological material patents.  While not as comprehensive as the 
earlier bill, it would, in IBA's opinion, provide the necessary 
patent protection for an estimated 90-95% of worthy biotechnology 
inventions. 

Conclusion 

Biotechnology is one of the few high technology industries 
where the U.S. remains the world leader, but our continued 
preeminence is jeopardized by deficiencies in our Nation's patent 
law.  If uncorrected, these deficiencies could lead to other 
countries pirating U.S.-developed technologies to make products 
for export to the U.S., unfairly competing with the American 
innovator. 

The Biotechnology Patent Protection Act (H.R. 1417 and S. 
654) would correct this problem.  It ensures that innovative 
biotechnology processes that are eligible for patent protection 
in major industrialized countries overseas are also eligible for 
patent protection here at home. 

This legislation is not protectionist.  The bill will 
benefit innovators over copycats, not domestic companies over 
foreign companies.  Indeed, foreign inventors -- who receive 454 
of all U.S.-issued patents -- will benefit along with American 
inventors. 

However, as U.S. biotechnology companies have a commanding 
technological lead over Japanese and European companies, we 
anticipate receiving a substantial share of the process patents 
issued as a result of this legislation.  To document the 
comparative technology competitiveness of the U.S. biotechnology 
industry, one needs only to consider that U.S. companies 
developed everv one of approximately twenty biopharmaceuticals 
sold throughout the world today. 

13 
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Those who oppose enactment of this legislation in the 
misguided belief that it will create new uncertainties or lead to 
new litigation underestimate the sensitivity of the biotechnology 
industry to these issues.  For the past fifteen years, our 
industry has been breaking new ground not only in science, but in 
the field of intellectual property law.  Our industry has 
absolutely no interest in adding to the uncertainty that 
permeates much of biotechnology intellectual property law.  We 
all recognize that patent litigation is a tremendous drain on a 
small company's limited resources and should only be resorted to 
when no reasonable alternative exists. 

After lengthy consideration we have concluded that this 
legislation will lead to greater certainty and predictability, 
that it will decrease unnecssary litigation, and -- roost 
importantly -- that it will enable innovators to obtain the 
patent protection which they have fairly earned. 

This bill has broad bipartisan support in the House and 
Senate, and has been endorsed by the Bush Administration.  Its 
speedy enactmeitt is a major priority for the biotechnology 
industry. 

The Senate Judiciary Committee's Patents, Trademarks, and 
Copyrights Subcommittee held hearings on the bill in June; in 
July, the seven Subcommittee members voted unanimously to support 
the legislation.  The biotechnology industry would be exceedingly 
grateful for similarly favorable and expeditious consideration by 
this Subcommittee. 

14 
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APPENDIX:  1991 U.S. BlOTECllHOLOGY INUUSTKY STATISTICS 

Number of Companies and Employees 

Total number of companies:  1100, same number as 1990 
Total number of employees:  70,000, a 6% increase over 1990 

Revenues. Sales. Income. Market Capitalization, and Assets 

Total revenues (Including collaborative research agreements): 
S5.8 billion, a 23% increase over 1990 

Total product sales:  $4.0 billion, a 38% increase over 1990 

o   Total product sales to foreign customers:  $640 million, or 
16% of total 

Total market capitalization:  $35 billion, a 75% increase over 
1990 

Total assets:  $12.5 billion, a 25% increase over 1990 

Research and Development 

Total industry R&D:  $3.2 billion, an 18% increase over 1990 

o   RSiD expenditures as a percentage of revenue:  47% 
(Compare with 14% for top ten pharmaceutical companies) 

o   R&D expenditures as a percentage of total expenditures: 30'^ 
(Compare with 19% for top ten pharmaceutical companies) 

o   Average R&D expenditures per employee:  $81,000 
(Compare with $23,000 for top ten pharmaceutical companies) 

Total federal biotech R&D:  $3.8 billion, an 8% increase over 
1990 

Profile bv Market Segment       Profile bv Size 

Therapeutic:   35% Small (1-50 employees):       76% 
Diagnostic:    281 Mid size (51-135 employees):  15% 
Supplier:      18% Large (136-299 employees):    6% 
Ag-bio: 8% Top tier (300+ employees):     3% 
Other: 11% 
Source: Biotech '92; Promise to Reality: An Industry Annual 
Report, published by Ernst & Young. Except where otherwise 
indicated, data are estimated 1991 figures. 
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Mr. HUGHES. Mr. Ebright, do you make Princeton your home? 
Mr. EBRIGHT. Actually, my primary residence is in Rosemont, 

PA. But having retired from the pharmaceutical industry at Smith- 
Kline and then, as a second career, working with the young folks 
at Cytogen, I maintain a condominium there. 

Mr. HUGHES. It is a beautiful part of the State. 
I wonder if you can identify specific investment decisions that 

biotechnology companies, including the Cytogen Corp., have made 
either to pursue certain biotechnology research or not to develop a 
particular product because of the protection or lack of protection af- 
forded under our law. 

Mr. EBRIGHT. I would suggest to you that the industry and many 
of those decisions are relatively new, and I think that few of the 
biotechnology companies considered the difficulties in the patent 
law when they first began to pursue the projects that they are pur- 
suing. Therefore, I would be hard put to suggest to you that there 
is a Tot of work that would have been done in the past that hasn't 
been done because of this state of confusion in patentability. But 
I can almost surely predict that it will have an impact on the deci- 
sions of where research and development money are assigned in 
the future. 

Mr. HUGHES. Ms. Nelsen, have MIT scientists had trouble ob- 
taining process patents for biotechnology processes? 

Ms. NELSEN. I can't speak to any situation where we were unable 
to get the patent issued. I did speak with a number of patent attor- 
neys with respect to Burden before I came here, and each of them 
said, "Well, I naven't had that much trouble because I can always 
find some way that the process itself is novel." So what we are say- 
ing is the actual weight of the Burden problems has not yet been 
that great, but it is always contingent on an uncertain ability to 
find something novel about the process itself. And, in our view, 
that is being legalistic rather than clear on what is and is not pat- 
entable. 

Mr. HUGHES. I appreciate your candor. 
We know how H.R 1417 would impact upon biotechnology proc- 

esses. How will H.R. 1417 affect the patenting of chemical, com- 
puter and other processes in areas outside of biotechnology? 

Mr. Allegretti. 
Mr. ALLEGRETTI. I heard you raise the question earlier with Mr. 

Manbeck and one example immediately sprung to mind for me, and 
that would be a catalyst. A catalyst would be new, inventive, pat- 
entable. Use of the catalyst in the United States to produce an end 
product which itself is not patentable would infringe a patent on 
the catalyst. Use of a catalyst in a foreign country to make the 
same product and import it into the United States would present 
the identical problem that we are dealing with here concerning bio- 
technology. 

Mr. HUGHES. How about some of the so-called side effects that 
have been argued? For instance, one of the things that impressed 
me when I read the statements last night was some of the things 
that American Intellectual Property Law Association presented and 
some'examples. Let me just recite one example. 

Have any of you read any of the testimony? 
Mr. ALLEGRETTI. I have not, Mr. Chairman. 
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Mr. HUGHES. I understand. OK. Well, let me just give you one 
of several examples cited in the testimony. 

The Smith Co., is in the business of harvesting trees, cutting the 
trees and selling the lumber. As a part of that business. Smith 
manufactures high-speed saws. Over many years, Smith has im- 
proved the saws and has obtained patents on each of the improved 
machines. However, there is no difference from the first to the last 
patented saw in applying the cutting blade to the tree nor in the 
resulting lumber. It may be that the patent on the first Smith saw 
could contain a claim for a method of using the saw to cut wood. 

But, over the years Smith's own saw patents and the patents of 
Smith's competitors are added to the prior art. Soon the claim for 
a method of using this type of saw to cut wood becomes obvious 
over the prior art even though patents may issue on the improved 
saws themselves. If H.R. 1417 were enacted, so it goes, and every 
patentable saw, including Smith's, will contain a method of using 
it to cut the wood, no matter how obvious it may be to use a saw 
to cut wood. If one of Smith's competitors begin to manufacture and 
use a patented saw, under current law Smith could bring an action 
for patent infringement against the competitor. 

But now that Smith's patent on that saw includes a method of 
use claim, which would not have been granted but for H.R. 1417, 
those liable for patent infringement now will include every person 
who buys, sells or uses lumber cut by the saws which infringes 
Smith's patented saw. Also, an infringing Smith saw could be used 
outside of the United States by a foreign competitor of Smith to cut 
trees and import the resulting lumber into this country. Again, 
Smith could take action against the direct infringer of the patent 
in this case by bringing an action in the International Trade Com- 
mission to prevent the importation of lumber. But, if damages and 
preventing domestic trade in that lumber is what Smith seeks, 
Smith will now have a cause of action for patent infringement 
against every person who buys, sells or uses the lumber. 

What is your response to that? 
Mr. ALLEGRETTI. I have not heard the argument before. I think 

it is generally absurd, a very specious argument. One can choose 
analogies and cany them to their extreme limits for an argumen- 
tative purpose. I think the key point that needs to be made here 
is that the materials that we are speaking of are essential to the 
making of the recombinant biotechnology product that is to be im- 
ported. There is no other way to make the product. There are a lot 
of ways to chop down a tree. 

I think that these kinds of arguments have been raised by ad- 
ministrative bodies. I know it has been raised to me, personally, by 
the staff counsel at the International Trade Commission. It is the 
^et's not open the floodgates" argument. Let's not treat bio- 
technolo^ as a special exception, and if we make it a general rule 
for biotechnology and all other fields of technology, then there will 
be so many patent processes for the use of a particular patented 
instrumentality that we will be overwhelmed. I think that over- 
looks the basic problem, which is let's have fairness in the way 
American technology is treated for patentability and enforced 
against conduct that affects American business in this coiuitry. 
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Mr. HUGHES. Thank you. A number of organizations have sug- 
gested, as you may have heard from my questioning of Commis- 
sioner Manbeck, that instead of pursuing a remedy under H.R. 
1417 Congress should amend 3& U.S.C. 271(g) to prevent the im- 
portation of a direct product made using a patented composition of 
matter of any kind. What is your response to that? 

Mr. ALLEGRETTI. I favor some parallel provision in the Patent 
Act for that purpose, and my concern was what I expressed in my 
summary statement at the outset, which is that there are a lot of 
patents out there that have been accepted and taken without proc- 
ess claims. Those who invent later, after the passage of this bill, 
will be able to secure the necessary process claims. Without those 
process claims there is no relief available imder the Tariff Act. 
There is no reHef available under 271(g). And subject to provisions 
for exception and effective enactment date, as were present in the 
amendment to the patent statute, 271(g), further provision with re- 
spect to infringement which is based on the use of a patented bio- 
logical material, such as the genetically engineered host cells and 
DNA sequences, would be important to those existing patents. 

It is a hole in the remedy. The remedy goes 90 percent of the 
way, perhaps, but it doesn't cross the end zone. And I think that 
last 10 percent, although it may not be a large number of patents 
that exist out there, they can he of very critical importance to the 
people who procured them and those enforcement rights should be 
protected. 

Mr. HUGHES. Mr. EbrighL would you like to comment on that? 
Mr. EBRIGHT. Yes, sir. In fact, our association previously went on 

record as supporting both that sort of an approach along with the 
present bill. As a practical matter, we discovered that there was a 
great deal of resistance to that part of that bill, and as has been 
stated, we think the present bill covers 90 to 95 percent of what 
we need to cover. And, as a very practical matter, therefore, we are 
in full support of the present bill. 

Mr. HUGHES. Ms. Nelsen, do you have any comment? 
Ms. NELJSEN. We had some problem with the bill in its previous 

incarnation because it was perceived to have a retroactivity provi- 
sion that would wipe out m^gor investments based on people s im- 
derstanding of the law prior to this new act. To the extent that 
amending 271 would have that same retroactivity provision, we 
have at least a theoretical problem with it. 

Mr. HUGHES. Mr. Allegretti, in your view, should a recombinant 
product, as distinct from a purified natural protein, be patentable? 

Mr. ALLEGRETTI. I think I have to address that in point of time. 
There may have existed a point in time in the evolution of the bio- 
technology industry when the techniques available for purification, 
and hence isolation and identification, of a human protein were so 
primitive theit the achievement of that result was a very significant 
and important advance. I think the state of the technology now is 
such that subjects of that kind should not be patentable. And I 
think this can be dealt with easily by the Patent Office in proper 
application of the statutory requirement for nonobviousness. 

Mr. HUGHES. What is the status of the law in that regard? What 
is the pro doing, do you know? 

Mr. ALLEGRETTL No, I don't know, sir. 
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Mr. HUGHES. I see. Any member of the panel know? 
Ms. NELSEN. NO. But it does cause us a great deal of problems, 

because we tend to be filing at the stage where the first clue that 
such a protein may exist because the inventor is going to publish 
his paper next Monday. And so the unpredictability does cause a 
problem particularly because of the evolution of obviousness in this 
area. 

Mr. HUGHES. Thank you. The gentleman from Virgfinia. 
Mr. BOUCHER. Thank you very much, Mr. Chairman. First, I 

would like to report that the Senate Judiciary Committee this 
morning by unanimous vote reported the Senate companion to this 
bill sponsored by Senator DeConcini. That was S. 654. That is now 
on its way to the Senate floor. Hopefully, our bill will match its 
progress in our House. 

Second, with the consent of the chairman, without objection, the 
record will include the series of letters that I have received from 
a number of universities throughout the United States that endorse 
H.R. 1417 and urge its adoption, so we will have that as a matter 
of our permanent record. 

[The letters appear in the appendixes.] 
Mr. BOUCHER. Mr. Allegretti, you have su^ested that we adopt 

an amendment that would say that if a product is manufactured 
in some other country using a host cell or DNA sequence or other 
starting material that is patented here in the United States that 
that product, if it is shipped back into the United States, having 
been made overseas with the starting material that is patented 
here, could not enter the United States. That, of course, is not the 
law today. Those items are not excludable, and Amgen has had 
that problem with EPO. 

Are you making that recommendation in the alternative to the 
provisions of H.R. 1417 or as an additional recommendation for the 
remedy that H.R. 1417 provides? 

Mr. ALLEGRETTI. Clearly, as an additional recommendation. I 
fully support the bill as it is now cast. I am just suggesting that 
there is an area that is left unresolved by this. And, as to retro- 
active effect, as to investments made in this country, I think that 
can be dealt with in the same fashion as bills having a similar 
looking backward effect have been dealt with in the past. It is a 
matter of the draftsmanship of the amendment. 

Mr. BOUCHER. Give us just some practical sense, if you will, of 
how that proposal generally is going to be received. Tell us the or- 
ganizations that endorse your proposal. Give us some sense of 
those that oppose it. And, if you don't have that information, we 
will get it from some other source. But, if you know, give us that 
information, please. 

Mr. ALLEGRETTL I do not know. But I have one example oflF the 
top of my head. An American company that is unable to manufac- 
ture a recombinant product in the United States because of exist- 
ing patents of a prior inventor would very often make a business 
commitment with a foreign company, such as a Japanese company, 
export the host cells and have the material made in the foreign 
country. Now, that U.S. company may have made a very substan- 
tial investment in that business relationship with the foreign com- 
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fany and might be disposed to be very opposed to the suggestion 
am making. 
Mr. BOUCHER. All right. Would it have retroactive application? 
Mr. ALLEGRETTI. No. It would affect the future importation of the 

product. 
Mr. BOUCHER. From that same company? 
Mr. ALLEGRETTI. Yes, sir. 
Mr. BOUCHER. They might define that as retroactive application. 
Mr. ALLEGRETTL Yes, they might, and the bill might provide for 

a relief where there has been a substantial investment made by an 
American company. 

Mr. BOUCHER. Would you support that provision if we made it 
truly prospective only, saying that it would not apply to any cir- 
cumstance where that kind of importation is taking place today? 

Mr. ALLEGRETTL If I understand you, Congressman Boucher, 
that would mean that if the product has been imported in the past 
in whatever small quantity it could continue to be imported in the 
future in unlimited quantities. I would not support that. 

Mr. BOUCHER. Well you, I think, are making a proposal that 
taken in isolation, perhaps, would solve a range of problems. My 
sense is that it is not broadly supported. In fact, I am told that the 
administration opposes that addition. And I am wondering, that 
being the case, given the fact that the IBA tells us that H.R. 1417, 
if enacted, would solve roughly 90 to 95 percent of all the problems 
that exist today, whether it would make sense to burden that bill 
with something that is quite controversial, such as the rec- 
ommendation that you are making? 

Mr. ALLEGRETTL I would not suggest killing the baby because it 
is not as beautiful as I would like it to be. I would still support the 
bill. 

Mr. BOUCHER. That is helpful. Thank you very much. 
Mr. Ebright, in the prepared testimony of the IBA, which you are 

representing today, it is indicated that in Europe and in Japan, I 
think in Germany specifically and in Japan, the regime of intellec- 
tual property laws offers a process patent protection that is similar 
to what is recommended for the United States in H.R. 1417. Now, 
a witness will appear on the next panel who will dispute that. 

So I would like for you, if you would in the next few minutes, 
to give the subcommittee the basis on which you make the claim 
that that in fact is the law of Japan and Germany, in particular. 

Mr. EBRIGHT. Congressman Boucher, thank you for that oppor- 
tunity. I, in fact, have put down a few notes in that regard expect- 
ing this discussion. 

IBA has consulted with a number of sources, and I would just 
like to list a few of them. First, Hal Wegner, director of the patent 
law program at George Washington University Law School and an 
internationally renowned expert in German and Japanese patent 
law, has expressed his opinion that what is proposed in your bill 
is the law in both Germany and Japan. 

Second, we have also consultea with Koici Ono, chief patent 
counsel to Kyowa Hakka Co., in Tokyo and former president of the 
Japan Patent Association. In his opinion, this is the law in Japan. 

Third, an article by a British patent lawyer, Stephen Crespi, spe- 
cifically states that these processes are patentable in Europe, al- 
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though there is difficulty obtaining such patents in the United 
States. Fourth, a law review article published by the University of 
Denver Law School states that this is the law in Europe and 
Japan. 

I have copies of those articles which I will be happy to submit 
to the subcommittee. 

Mr. BOUCHER. That would be helpful, if you would. 
Are you aware of any assertion to the contrary, other than, per- 

haps, the statement of the witness who will appear later today? 
Mr. EBRIGHT. NO, sir. 
Mr. BOUCHER. And a fairly thorough review of the literature, I 

suppose, was made by the IBA; is that correct? 
Mr. EBRIGHT. Indeed. 
Mr. BOUCHER. Well, that is very helpful. 
Let me give you an opportunity—they say a good lawyer doesn't 

ask a question unless he knows the answer. I am not sure I know 
what your answer is going to be to this, but I am going to give you 
an opportunity to answer it anyway. 

The chairman posed a hypothetical dealing with a novel saw, 
chopping down trees, and suggesting that if this bill were to pass 
that the trees could not be imported into the United States if that 
saw were used abroad to chop them down. And I guess there might 
be some patent infringement even if trees were chopped down in 
the United States using a saw. I would like to have your answer 
to that, if you would. 

What can you say that would give us comfort that if this bill 
passes we would not have to confront that kind of problem? 

Mr. EBRIGHT. My first observation is that was a rather circuitous 
piece of reasoning and I am not sure I totally understood what was 
being proposed. 

Mr. HUGHES. I am not sure I did either. 
Mr. EBRIGHT. But the issue to me seems to be crystal clear 

through all of that example. And that is, we have a confusion here 
between making and using that is causing a lot of delay, if not, in 
fact, denial, of process patents that elsewhere in the world are 
available to inventors. And whether that is applied to a software 
program, to a biotechnology starting product, or to a saw, it seems 
to me that it is in everybody's best interest to clear up that confu- 
sion that now exists. This bill, the passage of this bill will, indeed, 
do that. 

Mr. BOUCHER [presiding]. OK Thank you very much. I don't 
have anything further to ask of these witnesses. Shall we go on to 
the next panel? 

With the subcommittee's thanks, this panel is excused. We ap- 
preciate very much your attendance here this morning. 

Mr. BOUCHER. OUT next witnesses today include Donald S. 
Chisum, a professor of law at the University of Washington who is 
testifying today on behalf of the American Intellectual Property 
Law Association. Professor Chisum has testified numerous times 
before this subcommittee in the past, and we welcome him back 
today. 

Second, Mr. William F. Marsh is the assistant general gounsel 
for patents at Air Products and Chemicals, Inc., in Allentown, PA. 
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He will be testifying on behalf of the Intellectual Property Owners, 
Inc. 

Finally, Mr. Robert Weilacher will testify on behalf of the Amer- 
ican Bar Association. Mr. Weilacher is an attorney at Beveridge, 
DeGrandi & Weilacher, and is an expert in the field of intellectual 
property protection. 

We welcome this panel of witnesses. Without objection, your pre- 
pared statements will be made a part of the record. We would urge 
that you keep your oral summaries to 5 minutes. 

And we will be happy to begin with you, Mr. Weilacher. 

STATEMENT OF ROBERT G. WEILACHER, ATTORNEY, BEVERIDGE, 
DeGRANDI & WEILACHER, WASHINGTON, DC, ON BEHALF OF 
THE SECTION OF PATENT, TRADEMARK AND COPYRIGHT LAW, 
AMERICAN BAR ASSOCIATION 
Mr. WEILACHER. Thank you very much. Members of the sub- 

committee, thank you for the invitation to participate in today's 
hearing in connection with H.R. 1417. My comments in opposition 
to H.R. 1417 represent the views of the Section of Patent, Trade- 
mark and Copyright Law of the American Bar Association, and not 
the ABA as a whole. 

The proposed legislation, H.R. 1417, which is entitled "Bio- 
technology Patent Protection Act of 1991," is in fact a misnomer be- 
cause it is not limited to the field of biotechnology. It actually re- 
lates to all areas of technology. Consequently, the legislation would 
alter the statutory standard and patent law precedent as it applies 
to all technologies. It is a major change, indeed. 

Various individuals, groups and organizations have testified in 
connection with earlier versions of this legislation and we have tes- 
timony today in connection with this proposed legislation empha- 
sizing the problems of the biotechnology industry. Our section of 
ABA recognizes these problems and are sympathetic to those prob- 
lems. However, we believe that H.R. 1417 is not the way to address 
the problems. 

As we see it, there are two particular objections. First and fore- 
most is that H.R 1417 would create a per se rule of patentability; 
in other words, it mandates that processes which make or use a 
novel or a nonobvious machine, manufacture composition of matter 
would become automatically patentable and would not be examined 
for obviousness in the Patent Office. 

Now, under U.S. laws, U.S. patents have a presumption of valid- 
ity. Therefore, patents granted under the proposed legislation with 
unexamined claims would enjoy a presumption of validity. And, 
even if the underlying claims to the machine, manufacture or com- 
position of matter would be invalid in some future litigation, the 
process claims would continue, presumably, to enjoy that presump- 
tion. We feel that it is not in the public interest to have 
unexamined patents enjoy this status. 

Second, we feel that H.R. 1417 would enable the patent applicant 
to have process claims in these unexamined process patents which 
would be, in fact, broader in scope than the underlying composi- 
tion, machine or manufacture. There is nothing in the legislation 
that we can see which mandates that the process claims must be 
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commensurate in scope with the underlying composition, machine 
or manufacture claims. 

We have the following recommendation to make. Instead of 
crafting new legislation, we would use the Patent and Trademark 
Office to revise their regulations and interpretations of existing 
statutes and instruct the examiners on how to examine process 
claims in a more enlightened approach, paying more particular at- 
tention to the decisions of the Court of Appeals for the Federal Cir- 
cuit. 

So, in summary, we do support the effort to prevent piracy of 
American ingenuity, know-how and technology, but we simply feel 
that H.R. 1417 is not the vest vehicle to do that. 

Thank you very much. That completes my testimony. 
Mr. BOUCHER. Thank you very much. 
[The prepared statement of Mr. Weilacher follows:] 
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PBEPABED STATEMENT OF ROBEET G. WEIUCHER, ATTORNEY, BEVERIDGE, 
DEGRANDI & WEILACHER, ON BEHALF OF THE SECTION OF 
PATENT, TRADEMARK, AND COPYRIGHT LAW, AMERICAN BAR 

ASSOCIATION 

I am Robert G. Weilacher of the Washingtoni D.C. law firm of 

Beveridge> DeGrandi, t Weilacher. 

Thank you for the invitation to participate in today's hearing 

and for the opportunity to testify in connection vlth H.R. 1417. 

Hy conmenta in opposition to H.R. 1417 represent the views of the 

Section of Patent> Trademark t Copyright Law of the American Bar 

Association.  These comments have not been submitted to, nor have 

they been approved by, the Bouse of Delegates, nor the Board of 

Governors, of the American Bar Association —  and, accordingly, 

should not be construed as representing any official position of 

the ABA. 

The proposed legislation H.R. 1417 which is entitled 

"Biotechnology Patent Protection Act of 1991' is in fact a 

misnomer because it is not limited to the field of biotechnology. 

It actually relates to all areas of technology and applies to all 

kinds of inventions including such diverse areas as electronics, 

computer technology, chemicals, mechanical engineering and 

machinery.  In other words, H.R. 1417 covers a large field of 
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Cechnology of which biotechnology is only a part> although a 

significant part.  Furthermore> this legislation would alter the 

flexible 40-year Section 103 standard and patent law precedent aa 

it applies to all technologies —  a major change! 

Various individuals, groups/ and organizations have testified in 

connection with the earlier version of this legislation and will 

or have already testified in connection with the proposed H.R. 

1417 and have emphasized the problems of the biotechnology 

industry.  The United States is still the world leader in 

research, development and the manufacture of a wide variety of 

biotechnology products.  Tremendous amounts of money are required 

for investment in that industry and without the protection 

offered by patents< there is no incentive for individuals or 

conpanies to make investments because their inventions and 

technology would be easily copied or appropriated by others. 

A particular problem has been mentioned by supporters of H.R. 

1417 and that is the lack of patent protection for processes that 

have been developed to produce important new and nonobvious 

biological materials.  If the new process is similar to known 

processes which have been patented or described in the pasti the 

Patent Office will not grant the patent on that process.  Without 

such process protection in the United States, products are 

frequently made overseas utilizing United States developed 

ingenuity, know-how and information  —  and even while using a 
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patented machine> manufacture or composition of matter.   These 

products are then shipped to the United States without any 

compensation whatsoever to the U.S. originators of this 

intellectual property. 

Our Section of the ABA recognizes these problems.  We are 

sympathetic especially to those people who have invested large 

amounts of money or are ready to invest large amounts of money 

in a project which has the potential of creating jobs in this 

country but without assurance that such investment will be 

protected. 

H.R. 1417 is not the best way to achieve the intended results for 

reasons which we will now discuss. 

The problem with H.R. 1417 can be summarized as involving two 

particular objections.  First and foremost is that H.R. 1417 

would create a per se rule of patentability.  In other words H.R. 

1417 mandates that processes which make or use a novel and 

nonobvious machine< manufacture or composition of matter become 

automatically patentable and would not be examined for 

obviousness in the Patent Office.  This would create patents 

directed to subject matter which realistically have never been 

subjected to the examination system of the United States Patent 

and Trademark Office.  Under present law> U.S. patents have a 

presumption of validity.  Thereforet these patents under H.R. 
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1417 with unexanined claims would enjoy a preaunpclon of 

validity.  This maans that aoneone seeking to challenge validity 

has a heavy burden of presenting clear and convincing evidence/ 

not merely a preponderance of evidence, to a court.  It ia not in 

the public interest to have unexamined patents enjoy this status. 

This is questionable public policy. 

Secondly, H.R. 1417 would enable a patent applicant to refile his 

patent application numerous tines and delay issuance of a patent 

in order to add additional process claims which may be much 

broader in scope than the underlying novel subject matter of the 

composition of matter, machine or manufacture.  In other words, 

there is nothing in the legislation which requires that the 

process claims be commensurate in scope with the subject matter 

of the composition, machine or manufacture.  The result would be 

that it would be possible to obtain a patent directed to a 

particular machine, for example, and then obtain a broad process 

claim of making or using this machine as well aa other machines. 

In the biological area, for example, if one biological substance 

was the subject of a patent, the process claim could be written 

in such a way as to include making or using that one biological 

substance as well as similar ones and perhaps ones that are not 

similar.  The potential exists for the grant of process claims of 

very broad scope.  These unexamined process claims would then be 
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entitled to a preaumption of validity which would be very 

difficult to overturn in a court of law. 

We are concerned that In an effort to address the problems which 

are acknowledged to exist> thia new legislation would create 

situations which would enable the imagination of man to go far 

beyond what is originally intended by this legislation. 

Our Section of the ABA has the following recommendation to make 

in an effort to address this problem.  Instead of crafting new 

leglslatlon> the Patent and Trademark Office should revise their 

regulations and interpretation of existing statutes, and instruct 

examiners on how to examine process claims with a more 

enlightened approach to the patenting of process claims of a wide 

varietyi as has been proscribed in decisions by the Court of 

Appeals for the Federal Circuit. 

And so in summary we support the effort to correct problems that 

have bean amply discussed and explained to the Congress and 

especially to prevent the piracy of U.S. ingenuity> know-how and 

technology.  Under current law there is protection for products 

manufactured overseas by use of a patented process when these 

products are exported into the United States for which the U.S. 

innovators receive no compensation. We think that U.S. Patent and 

Trademark Office practice should properly track existing court 
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deciaions.  H.R. 1417 is not th« beat vahicle to accoapllah that 

goal. 

That coDpletea my teatiaony. . 

Thank you again for being abl* to participate in thia hearing. I 

am prepared to addreaa questiona raiaed by you/ Hr. Chainiian< and 

other menbera of a aubcoamittee. 
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Mr. BOUCHER. We will be glad to hear from you, Mr. Marsh. 

STATEMENT   OF   WILLIAM   F.   MARSH. ASSISTANT   GENERAL 
COUNSEL,   PATENTS,   AIR   PRODUCTS &   CHEMICALS,   INC., 
ALLENTOWN,    PA,    ON    BEHALF    OF THE    INTELLECTUAL 
PROPERTY OWNERS, INC. 
Mr. MARSH. Thank you. Mr. Chairman, and members of the sub- 

committee, thank you for this opportunity to present the views of 
Intellectual Property Owners, Inc., on H.R. 1417. My name is Wil- 
liam Marsh and I am the assistant general counsel. Patents, Air 
Products & Chemicals, Inc.. But today, I am representing the views 
of IPO, with which my company agrees. 

IPO is a nonprofit association representing owners of patents, 
trademarks, copyrights and trade secrets. IPO's members are re- 
sponsible for a major portion of the private research and develop- 
ment conducted in the United States. I am a member of IPO's 
Board of Directors. 

IPO has some biotechnology firms within its membership, but we 
do not presume to speak for the biotechnology industry. Our com- 
ments address the effects H.R. 1417, which is labeled the "Bio- 
technology Patent Protection Act of 1991," would have on the U.S. 
patent system as a whole. H.R. 1417 goes well beyond the narrow 
scope indicated by its title. 

IPO's inability to support the enactment of H.R. 5664 in the pre- 
vious Congress must be respectfully repeated today with respect to 
H.R. 1417. IPO and its members are also concerned by the amend- 
ments to S. 654, introduced in the Senate after the June hearings, 
and the impact such amendments could have on U.S. industry, re- 
search and competitiveness as a whole. 

I would like to summarize my prepared testimony as follows: 
All the arguments for H.R. 1417 seem to assume that the In re 

Burden case prevents process claims in the areas of concern by the 
biotech industry. Burden does not prevent such claims. And, in 
fact, the Pleuddemann and Billon cases specifically repudiated 
such an incorrect interpretation and application of Burden. 

H.R. 1417 adopts an unprecedented per se rule of patentability 
for certain process claims, thereby disrupting the 40-year legal his- 
tory of section 103 of title 35. 

Adoption of H.R. 1417 also flies in the face of the Billon and 
Pleuddemann cases, cases that have great relevance to the exact is- 
sues being addressed by this legislation. The court in Billon and 
Pleuddemann rejected the notion of either per se nonobviousness or 
per se obviousness, following instead the doctrine of case-by-case 
decisionmaking. Pleuddemann specifically addressed the types of 
claims the biotech industry are trying to obtain through this bill, 
and the case expressly held that such claims may be patentable, 
and the case, in fact, reversed the Patent and Trademark Office 
which had rejected such types of claims. 

A per se rule of nonobviousness would lead to uncertainty in liti- 
gation if the underlying product claims were found invalid Dy prior 
art or otherwise. The Senate amendments exacerbate this problem. 
Likewise, the nonexamination of the process claims would cause 
uncertainty as to the application of the doctrine of equivalents and 
prosecution history estoppel to process claims. 
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United States industry will face higher costs and barriers to re- 
search and commercialization if H.R. 1417 is adopted in its present 
form. A profusion of patent claims of unexamined scope and patent- 
ability under traditional standards will inhibit healthy research 
and development and commercial activities within the United 
States. As patent owners, we can usually wait for a quality exam- 
ination under current rules. As researchers and entrepreneurs, we 
cannot afford the issuance of poorly examined or doubtful patent 
claims because of the extreme cost and potential damages imposed 
on research and development which are unique to our U.S. system. 

H.R. 1417 places no limits on the permissible scope of such proc- 
ess claims, and it does not present any limits to the imagination 
of patent attorneys. A per se rule of nonobviousness could result in 
allowed process claims encompassing large numbers of manipula- 
tive steps covering more subject matter than the inventive concept 
originated by the inventor. Thus, by requiring process claims to be 
granted automatically by the U.S. PTO without effective examina- 
tion, H.R. 1417 could well encourage overclaiming in process 
claims. 

Amendments such as those made to S. 654 which preserve the 
presumption of validity under 35 U.S.C. 282 for process claims 
after the underlying product or composition claims have been in- 
validated would be ill-advised. 

The subcommittee should seek information from the Patent and 
Trademark Office on any pending cases that may clarify the appli- 
cation of Burden to biotechnology and other technology cases, and 
should ask the Patent and Trademark Office to issue an adminis- 
trative directive to its examiners on the proper application of the 
Durden case. 

We wish to compliment the sponsors of the bill and this sub- 
committee on their interest in effective patent protection. That is 
a strong interest of IPO. But we believe that that must be carefully 
considered and weighed and balanced so that the relief granted is 
appropriate and is not overly broad and will not cause more prob- 
lems than it is designed to remedy. 

Thank you very much. 
Mr. BOUCHER. Thank you, Mr. Marsh. 
[The prepared statement of Mr. Marsh follows:] 
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PREPABED  STATEMENT  OF WILLIAM  F.  MAESH,  ASSISTANT  GENERAL 
COUNSEL,   PATENTS,   Am   PRODUCTS   &   CHEMICAL?,^ INC, 
AUJENTOWN,   PA,   ON  BEHALF  OF  THE   INTEIIECTUAL  PROPEBTY 

OWNERS, INC. 

Mr. auinnan and Memben of ibe SabcxmnniaBe: 

Tliaiik you for this opponunity to present the views of Intellectual Propeny Owners. Inc. 

(IPO) on RR. 1417. 

IPO is a Dooprofit association teptesenting ownen of patents, trademarks, copyrights and 

trade secieB. IPO's memben are leqxmsible for a major portion of the private research and 

developiDBnt conducted in the United States. I am a member of IPO's Board of Directors. 

We have memben in most technology-based industries, including biotechnology, 

chemical, pharmaceutical, computer, electronics and mechanical manufacturing, among oihen. 

Patents provide vitally important incentives for creating and commeicializing inventions in ill 

fields of technology. 

IPO has some biotechnology firms within its membenhip, but we do not presume to speak 

for the biotechnology industry. Our comments address the effects RR. 1417 would have on the 

U.S. patent system as a whole. 

IPO recognizes the leadership role which America has taken in the world of biotechnology 

leseaich. American companies and inventon have made landmark inventions lelating to 

biotechnology that never would have been made without the prospect of exclusive patent rights. 

To this end, IPO compliments Representative Boucher and the cosponson of HR. 1417 for 

taking an interest in the patent rights available for the protection of inventions in this critically 

imponant science. 

It should be noted for the recofd that IPO testified on September 25, 1990 at this 

subcomminee's heatings on House Bill HR. 5664, a predecessor of H.R. 1417, and I testified 

1- 
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on June 12, 1991 before the Senate Subcommittee on Patents, Copyrights and Trademarks with 

respect to Senate bill S. 654, a bill similar to RR. 1417. 

IPO's inability to support the enactment of RR. 5664 in the previous Congress must be 

respectftilly repeated today with respect to H.R. 1417. IPO and its members are also concerned 

by the amendments to S. 654 introduced in the Senate after the June hearings and the impact 

such amendments could have on U.S. industry, research and compeddveness as a whole. 

A Need Has Not Been Demonstrated 

Although RR. 1417 applies to patentable inventions in all technologies, the legisladon 

appears to be a response to a percepdon that current patent law is not providing adequate 

protection for the important U.S. biotechnology industry. IPO submits that a compelling need 

for remedial legislation to correct a perceived infirmity in biotechnology protection has not been 

showiL Without such a showing, the Congress should not respond with such bn)ad legislative 

changes. , 

Proponents of RR. 1417 have pointed to two instances of probleros they perceive from 

the present operation of our patent laws and systeiiL First, they have drawn attendon to the 

lidgation between Amgen (a U.S. company) and Chugai (a Japanese company) over Chugai's 

U.S. imporution of a recombinant protein known as "EPO". While the commercial impact of 

this single case history is worthy of note, the history of Amgen's patent application will reveal 

extenuating circumstances, i.e., an ongoing patent interference (priority contest) which has 
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delayed issuance of the process claims which, if issued to Amgen, would render nux>t the 

Amgen-Chugai example. The present legislation would not alter that situation. 

Secondly, they point to the rote application of/n re Durden, 763 F.2d 1406,226USPQ3S9 

(Fed. Cir. 1985) by the Patent and Trademark Oflice to biotech process claims covering the use 

of patentable materials, including host cells, and complain of the prosecution expense and delay, 

and even a loss of claims when applicants choose to abandon such claims in the face of 

continued examiner use of Ounte/i-type rejections. The decision of the Court of Appeals for the 

Federal Circuit in the /n r< Durden case does not require such rote application. The Coun of 

Appeals, sitting en banc on reconsideration in the case of/n re Dillon, 919 F.2d 688,16 USPQ2d 

1897 (1990), expressly stated that the invendon of a process for using a material must be 

considered as a whole, and may not be rejected merely because the process steps may be old or 

known. Judge Lourie. writing for the majority in In re Dillon, 919 F.2d at 693, 16 USPQ2d at 

1903. stated: 

. . . Suffice it to say that we do not regard Durden as authority to reject as 
obvious every method claim reading on an old type of process, such as mixing, 
reacting, reducing, etc. The materials used in a claimed process as well as the 
result obtained therefrom, must be considered along with the specific nature of the 
process, and the fact that new or old, obvious or nonobvious, materials are used 
or result from the process are only factors to be considered, rather than conclusive 
indicaton of the obviousness or nonobviousness of a claimed process. When any 
applicant properly presents and argues suitable method claims, they should be 
examined in light of all these relevant factors, free from any presumed controlling 
effect of Durden. Durden did not hold that all inethods involving old process 
steps are obvious; the court in dm case concluded that the particularly claimed 
prtxess was obvious; it refused to adopt an unvarying mle that the fact that 
nonobvious starting materials and nonobvious products ate involved ipso facto 
makes the process nonobvious. Such an invariant mle always leading to the 
opposite conclusion is also not the law. Thus, we reject the Commissioner's 
argument that we affirm the rejection of the method claims under the precedent 
of Durden. 
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The action needed is not in ovenoling of the Durden case, but a requirement that the Patent and 

Tiademaik Office follow existing law and fiilly examine process claims as a whole. This would 

be a result consistent with the basic principles of the patent laws and the extensive case law 

which provides guidance and a degree of predictability and certainty, both to patentees and to 

others of the public. It would be directly opposed, however, to the present proposal of per se 

patentability of process claims and the proposals to insure the ptesumpdon of validity even after 

the underpinning composition or product claims have been found invalid. 

On the other hand, one can find many examples of process claims already allowed by the 

Patent and Trademark Office for making paientable lecombinant proteins of substantial 

commercial importance. Tissue plasminogen activator, interleukin-3, alpha-interferon, and human 

growth honoone are examples. We believe a convincing case of je(qiardy to the VS. 

biotechnology industry has not been made. 

H.R. 1417 teaches to all technologies -- all mechanical, electrical and chemical aiu. This 

is a response by proponents of the bill to some cridcisms levied against earlier versions which 

confmed the statutory amendment to biotechnology alone. Critics urged that special legislation 

should not be afforded to a single technical discipline - that special rules should not be created 

for biotechnology or any other technology category absent a clear showing of truly unique and 

special problems. IPO continues to support uniform applicability of the patent laws so far as is 

practical. But here, there has been insufficient consideration of the practical impact of H.R. 1417 

outside of the biotechnology field. 
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Lack of FTO Obviousness Ezaminatioii WDI Cause Uncertainty 

H.R. 1417 would declare paientable all claimed processes of making or using a machine, 

manufacture or ccmpotitioa of matter wiieie tucli machine, manufacture or composition of matter 

is found pateatable. Under existing law, the Patent and Trademaric Office examines every claim 

in every patent application for compliance with 35 U.S.C 103, for non-obviousness. Under 

RR. 1417, the Patent and Tradetnait Office examiners would be required to find the process 

claims allowable ooce they have detennined that such claims include a patentable machine, 

manufacture or composidon of matter as an element. 

Since 1836, when our patent laws were converted from a system of patent regisnation 

without examination to a system of examination of each claim for novelty, inventiveness (now 

non-obviousness) and utility, a hallmark of our system has been the careful and thorough 

examinatioa of patent applications by the Patent Office to insure that inventors, while receiving 

the full measure of their invention, do not obtain claims that either take existing technology from 

the public or unduly cloud the tights of othen to develop and practice technology in the field of 

the invention but outside the boundaries of the inventive conffibution. 

A piimary purpose of patent examination in the PTO is to create a presumption of validity 

of patent claims and help avoid patem litigation. We are concerned that H.R. 1417, which would 

require the PTO to issue process claims without examinadon for novelty or nonobviousness when 

the related pnxluct claims are held patentable, would result in gieat lucenainty over the validity 

and scope of the process claims after the patent is issued. 

Under H.R. 1417, if a product claim issued by the PTO weie to be invalid because of 

prior art that was not known to the PTO during examination, an unexamined but issued pixxcss 

5- 
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claim might or might not be similnly held invalid. It would be invalid if it had been issued 

solely because it "depended upon' the pnxluct claim. We assume the PTO would not make a 

detemiination in each case whether the patenobility of the process claims depended upon the 

patenmbility of the product claims, since such determination would require a claim-by-claim 

examination. In the case where the underlying product claim was invalid, a patent would exist 

containing process claims that would be entitled to no presumption of validity, contrary lo 

35 U.S.C 282. How could such uoexamined claims satisfy the requirement of Section 282 that 

'[e]ach claim of a patenL..shall be presumed valid independendy of die validity of other claims"? 

IPO and iu members are also concerned by the amendments made to S. 6S4 in the Senate 

which would allow separate product and process patents to be issued with an express preservation 

of the presumption of validity of ihe totally dependent process claims. If the process claims are 

not to be independendy examined for pauntability apart from their dependence on the product 

or composition claims, there is absolutely no basis for an independent presumption of validity 

of the process claims. It will encourage expensive and time-consuming litigation to pretend that 

there should be a continuing presumption of validity after the prtxluct or composition claims are 

found to be invalid. This, will have an inhibiting effiect on U.S. researeh and industry. 

In testimony last year with respea (o H.R. 5664, the Patent and Trademark Office cited 

leduction of cost of patent examination resulting from having to examine fewer claims as a 

reason for supporting the biU. Reduction of the cost of patent examination is a terrible excuse 

for eliminating effective examination of process claims. Improperly examined and issued claims 

cast a chilling shadow on U.S. research and industry. The huge expense and the judicial, 

technical and maiugement time required to litigate questionable claims under the U.S. judicial 

,«. 
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system would nuke such claims effective binien to reseaich and production by others in the 

field. If the pnxxss claims wete never examined by the PTO for novelty and non-obviousness, 

expensive litigaiioa would be necessary to detemiine the validity of the process clainu. 

Mofeover. even if the process claims wete determined to be valid, uncertainty might still exist 

over the allowable scope and coastractioa of the process clainu coverage in the absence of 

prosecution history developed during examination. The doctrines of equivalents and pttnecution 

history estoppel could not be applied to unrxaminwl clainu in the same way those doctrines are 

applied to f.xaminrri claims. 

Process claims that would be obvious or of doubtful validity apart fiom the produa clainu 

would proliferate with enactment of H.R. 1417. We believe attorneys advising clients should be 

conceroed about the difiiculty that would be encountered in answering questions about validity 

and infiingement of a ptofiuion of unexamined claims. Either as owners of patents or as 

companies a£fected by patenu owned by others, we do not need a return to the "register and sue" 

climate that existed prior lo the enactment of the highly regarded and emulated United Sutes 

system of examinatioo in the 19th century. 

We agree with the letter to the Subcommittee dated November 6,1991, from three former 

U.S. Commissionen of Patents and Trademarks. Their letter points out that the Patent Act of 

1793, which permilted clainu to issue without examination, was totally unacceptable to inventors 

and the public alike. 

Another concern about H.R. I4I7 is that its per se rule of nonobviousness could result 

in allowed process clainu encompassing large numbers of numipulative steps coveting more 

subject tnatter than the concept originated by the inventor.  By requiring process claims to be 
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granted without novelty or nonobviousneu examination by the PTO, which is likely to result in 

reduced examination or no examination under 3S U^.C 112 as well, H.R. 1417 could well 

encourage "overclaiming" in pnxxss claims. The result could be a proliferation of claims and 

confusion as to the scope and boundaries of in6ingemenL This could lead to uncertainty and 

unnecessary lidganon over the stanitory requirement of 33 U.S.C 112 to "particularly point out 

and distinctly claim" the invendon. The existence of unexamined claims can only have a serious 

negadve effect on research and commerdalizaiion within the United Sutes and can only harm 

United States competidveness in the world-wide community. 

Amending Section 103 To Eliminate Nonobviouaicss Examination - A Premature Move 

Proponents of RR. 1417 advocate a statutory modification to Section 103 of Tide 3S of 

the U.S. patent laws, the requirement that inventions be examined and found nonobvious in order 

to merit patent protecdon. Section 103 is the time-tested centerpiece of America's patent law. 

It defines a subjective, and yet the most pivotal, condition for patentability - "nonobviousness". 

Despite the subjective nature of Section 103, it has served America remailcably well for 

nearly 40 yean. Because the legal standard for nonobviousness gives rise to interpretation and 

debate when applied to fact situations, the case law on this topic is rich and well developed. 

I>atent practitioners and judicial bodies depend upon die rich case law precedent for deciding 

issues of nonobviousness - issues which very often are dispositive of patent validity itself. 

Any action by Congress to alter the time-tested language of Section 103 to eliminate substantive 

examination of any claims would most certainly disturb the equilibrium which the courts have 

so diligendy imparted to Section 103 through decades of interpretation. 

-8- 
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Any legislative amendmem to Section 103 must, therefore, be undenaken with profound 

cautiOB. Other alieiiialives should be fully >Th«inn-H IPO contends that a legislative attempt 

to claiify peredved problems caused by In re Durden should be considered only as a last resort 

A mnch better solution is to allow the law in this area to mature through administrative and court 

decisioos based on tfaoroaghly presented fivrtual situations. 

Recent guidance on the applkatioo ot Durden been provided by the Coun of Appeals for 

the Fedeial Circuit in the case of In re Dillon, supra, and In re Pleuddemann, 910 F.2d 823, IS 

USPQ2d 1732 (1990). While pending ex parte appeals within the U.S. Patent and Trademaifc 

Office are ixx public, perhaps the SubcommitiBe would be able to obtain information from the 

FTO u (o whether pending cases exist that will clearly establish the patentability of process 

claims without the need for legislative action. Also, the Subcommittee should ask the Patent and 

Trademark OfBce to issue an administrative directive to its examiners on the application of 

Durden, to insure agaitat tote application of Durden. 

No CooMUua Exists in the Patent Bar for Amendment of Section 103 

The legal issues addressed by RR. I4I7 are obscure and difficult to appreciate. The bill 

focuses on nuances of chemical patent practice - a highly specialized field of law embracing an 

enoimous body of controlling case law. Durden, Pleuddemann, and Dillon were all chemical 

cases. Chrmiral patent law is a field beset with specialired terminology and unique but well- 

established rules of practice. What is needed at this juncture is study and debate by chemical 

patent practitionen as well as by representatives from biotechnology and the other technologies. 

9- 
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no has seen no evidence thai the chemical patent bar has spoken in favor of amending 

the nonobviousness requirement of 35 U^.C 103 in order to clarify a perceived problem with 

In re Durden. Respected coalitions of U.S. patent lawyers such as those in the American 

Intellectual Property Law Association (AIPLA) and the Patent, Trademark and Copyright Section 

of the American Bar Association (ABA) have opposed the changes, citing particular problems 

engendered by the bill and its amendments. Many lawyers who already have taken a public 

position are opposed to precipitously amending Section 103. 

Any changes to the law will have profound and costly in^acts. The patent bar should 

not be dismissed as "only the lawyers." They are experts in the field who represent not only a 

broad range of patentees but also a broad range of U.S. research and industry. They are aware 

of the particular problems that can occur and the costs those problems may impose on patent 

ownen and the public. IPO, a long-standing proponent of strong patent and intellectual 

property protection, respectfiilly urges this Subcommitiee to suspend fiirther consideradon of 

H.R. 1417 unless a compelling and widespread need for remedial legislation is demonstrated by 

the bill's proponents. We believe this showing is laddog. 

SunmurT of Reasons Why HJl. 1417 Is Undesirable 

•     HJL 1417 adopts an unprecedented per le rule of patentability for certain process claittu, 

thereby disrupting the 40-year legal history of Section 103 of Title 3S. 

- 10- 
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• TUi per at role is ooumy to the emphasis by Judge Giles Rich in Durdtn on the 

desirability of caae-by-case dwisien-making on questions of obviousness under 

Section 103. 

• Adoptioo of RR. 1417 also flies in dK&ce of Di/ton and/>/euiiibmann, cases (hat have 

great lelEvance to the issues being addressed by this legislation. The court in Dillon and 

l>tHiiidsiiann rejected the notion of either per Mnonobvioosness or per {(obviousness, 

tallowing instead the doctrine of cas»4>y-case decisioo-maldng. 

• A per te rule of nonobviousness would lead to uncertainty in litigation if the underlying 

product claims were found invalid, by prior art or otherwise. Likewise, the "non- 

Bwminatinn' of the process claims would cause uncertainty as to the application ot the 

doctrinei of equivalents and prosecution history estoppel to process claims. 

• Adoption of H.R. 1417 sbonUootbedeienninedby issues of economy or speed within 

the Patem and Trademark Office. Economy or speed within the Office, or considerations 

of opponunities for collecting additional fees, should not be the tail that wags the dog. 

A profusion of claims of nnif»aminfd scope and patentability under traditional standards 

will inhibit healthy research and development and commercial activity in the United 

Stales. As patent owners, we can usually wait for a quality examination under current 

rules.    As researchers and entrepreneurs, we cannot affonl the issuance of poorly 

- 11- 



96 

wmninBd or doubtful patent claims, because of the extieaie costs and potential damages 

imposed on research and developmem which aic unique to our system. 

A per St rale of nonobviousoess could result in allowed process claims encompassing 

large numbers of manipulative steps covering more subject matter than the inventive 

concept originated by the inventor. Thus, by requiring pnx«ss claims to be granted 

automatically by the USFTO without examination, HJt. 1417 could well encourage 

ovcrelaimiiig in process claims. 

Amendments such as those made to S. 6S4, which preserve the presumption of validity 

under 33 U.S.C 282 for process claims after the underlying product or composilion 

claims have been invalidated, would be ill-advised. 

The Subcommittee should seek information fitom the Patent and Tiademarlc OfRce on any 

pending cases that may clahfy the applicadon of Durden to biotechnology and other 

technology cases, and should ask the Patent and Tradetnarfc Office to issue an 

admini strative directive to its examiners oo the application of Durden. 

Again, we compliment Repieseniative Boucher and the many cospoosors of this legislation for 

dieir interest in strengthening intellectual property protection. We look forward to woiking with 

12- 
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the Subcoomiinee to help ei«iie that U.S. patent law works ai effectively as possible to protect 

Amaican meaich and development effora. However, we are unable to suppon enactment of 

HJl. 1417. We believe the objectives of KR. 1417 are being lealized through emerging couit 

decisions, and we are opposed to a legislative solution of such magnitude as H.R. 1417 at this 

time. If the Patent and Tiademaric OfBce's examiners are continuing to have difficulty applying 

the clear mandate of the DiUon and Pleuddemann holdings to allow prtxess claims, after 

"»*"""**<"•. then an administntive directive within the PTO would appear to be the most 

appropriate lolnlion 

-13- 
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Mr. BOUCHER. Mr. Chisum. 

STATEMENT OF DONALD S. CHISUM, MEMBER OP THE BOARD OF 
DmECTORS, AMERICAN INTELLECTUAL PROPERTY LAW 
ASSOCIATION, AND PROFESSOR OF LAW, UNIVERSITY OF 
WASHINGTON 
Mr. CHISUM. Thank you. My name is Donald Chisum. I am a 

member of the board of directors of the American Intellectual Prop- 
erty Law Association, and I would like to thank the chairman and 
the members of the subcommittee for the opportunity to appear 
here today and present the views of the association. 

The AIPLA believes in a strong, effective, efficient patent system, 
and it applauds the U.S. biotechnology industry's accomplishments 
as a great contribution to worldwide human health and welfare 
and a success story of the patent system. However, the bill under 
consideration would impact all fields of technology and would bene- 
fit many foreign research-based corporations at the expense of 
American enterprises and consumers. In fact, as we have pointed 
out in our statement, since foreign corporations are granted appro- 
priately as many utility patents as American corporations, often- 
times the benefits bestowed by this legislation would go, in fact, to 
foreign corporations, not to U.S. enterprises. 

We oppose the enactment of H.R. 1417 for five reasons. Fortu- 
nately, the chairman, I believe, has already referred to or, indeed, 
read all five reasons, so I will not repeat them. But I would like 
to comment on each of them, particularly in light of some of the 
testimony I have heard here today. 

Our first point is that there is no demonstrated need for this leg- 
islation, it is truly a solution in search of a problem, and that there 
is no cited instance of commercial harm to a U.S. company. We 
have heard the example of Amgen. But, of course, Amgen is, again, 
one of the success stories of the American patent system. Their suc- 
cess in enforcing their patents has made front-page news over the 
last 2 years. It is pointed out that in one instance they did not ob- 
tain certain method-of-use claims in a patent they obtained. But, 
in fact, Amgen has filed further what are called continuation appli- 
cations and has had method-of-use-type claims allowed. Those 
claims have not yet issued because they have been involved in fur- 
ther Patent and Trademark Office proceedings. 

Our second point is that this bill really is directed to one single 
court of appeals decision. In re Durden, and purports to codify a 
previous decision in In re Mancy. And, if we have an instance here 
of Patent and Trademark Office examiners overzealously applying 
the Durden case, the remedy lies in the agency. They have the abil- 
ity to direct their examiners to correctly apply the law. 

Now, if, in fact, the Durden case is in some way inconsistent, for 
example, with prior decisions such as In re Mancy, the Patent and 
Trademark Office can well recognize that and indicate that it will 
follow the Mancy decision. The Court of Appeals for the Federal 
Circuit has indicated that should a conflict arise among their deci- 
sions the earlier, not the later, one is controlling. 

The Patent and Trademark Office within the last 2 years has an- 
nounced that, in another area, a particular court of appeals deci- 
sion was inconsistent with prior decisions and created an adminis- 
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trative problem for them, and it declared that they will not follow 
it. So, we see no reason why they could not do that here also. 

Our third reason for opposing this legislation is that the bill 
would set an unfortunate precedent. On the face of the statute, it 
indicates that a certain class of patent claims, certain method 
claims are subject to a different standard and are not examined, 
and we believe that that will in some at least intangible way un- 
dermine the public confidence in the patent system and in the pre- 
sumption of validity of issued patents. 

Fourth, we believe that indeed the bill does increase the number 
of persons in the United States who are potentially liable for pat- 
ent infringements. It does not solely impact on enterprises. Now, 
I think the example in our statement of the sawmill has been 
somewhat maligned, but, in fact, we believe it would be quite a re- 
alistic scenario. 

For example, assume you had a sawmill in my home State, the 
State of Washington, that sawed up a great deal of lumber and 
shipped it off to a building supply aealer in Florida, using a pat- 
ented sawmill. Assume further that the enterprise in the State of 
Washington goes bankrupt. Any theoretical remedy the patent 
owner has against the sawmill in Washington is just that, a theo- 
retical reme^. 

If this bill were to pass, and if the patent owner were to obtain 
methods of using saws to, in a very conventional way, make lum- 
ber, they would have a remedy against the sellers and users of that 
lumber in other States, people who ordinarily would not become 
embroiled in these kinds of patent controversies. 

Finally, we believe that this would add to our patent statutes a 
provision that does not exist as such in the European patent con- 
vention, Japanese patent statutes or, to our knowledge, in the pat- 
ent laws of any other country. Now, we have heard that the patent 
offices in Japan and Europe do in fact issue patents relating to 
biotechnological processes, to methods of using and methods of 
making patentable subject matter, but so does the U.S. Patent and 
Trademark Office. It does not do so on a per se basis, or it should 
not do so on a per se basis, but those types of claims, indeed, are 
issued in this issue and we believe it will continue to be so even 
if this legislation is not enacted. 

We thank you very much, and we would welcome any questions. 
Mr. HUGHES. Thank you. Professor Chisum. 
[The prepared statement of Mr. Chisum follows:] 
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PREPARED STATEMENT OF DONALD S. CfflsuM, MEMBER OF THE BOARD 
OF DIRECTORS, AMERICAN INTELLECTUAL PROPERTY LAW 
ASSOCIATION, AND PROFESSOR OF LAW, UNIVERSITY OF 
WASHINGTON 

The American Iniellectual Property Law Association (AIPLA) is a national bar 

association of 7,000 lawyers engaged in the pra.ctice of patent, trademark, copyright, 

licensing, and related fields of law affecting intellectual property rights. AIPLA membership 

includes lawyers in private, corporate, and government practice: lawyers association with 

universities, small business, and large business; and lawyers acthre in both the domestic and 

international transfer of technology. 

• « • 

The inquiry of overriding importance presented by H.R. 1417 is determining its effect 

on the public interest and the public support of the VS. patent s\stem. Without question. 

the enactment of this bill would expand the ability to obtain patent rights beyond what the 

current I.nw allows. The proponents of the bill have the burden :f justifying the need for 

expanded rights. If the need is established, and we believe h is nou the Subcommittee musi 

then go beyond that issue and judge whether the enactment of H.R. 1417 represents sound 

public policy. 

The congressional sponsors of H.R. 1417 have expressed a desire to provide 

expanded patent rights to that segment of the American pharmaceutical industrs engaged 

in biotechnology research and de%'elopment. The AIPLA believes in a strong, effective, 

efficient patent system, and applauds the United States biotechnology industry's 

accomplishments as a great contribution (o worldwide human health and welfare and a 

success story of the patent sj-stero. However, this bill would impact all fieJds of technology 

and would benefit many foreign research-based corporations at the expense of Americ.in 

enterprises and consumers. In fact, since foreign corporations are 
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granted more utility patents than American corporations, the benefit bestowed to foreign 

corporations is likely to outweigh the benefit to \JS. interests. 

However, the imperative that the interests of the American public must be protected 

and maintained in the operation of our patent system transcends whether patents are owned 

by Americans or foreigners.  The Supreme Court has pointed out that "the U.S. patent 

system embodies a carefully crafted bargain to encourage the creation and disclosure of new 

and nonobvious technology in return for the seventeen year period of exclusionary rights." 

Bonito Boats. Inc. v. Thunder Craft Boats. Inc.. 489 VS. 141. 150-51. 9 U.S.P.Q. 2d 1847. 

1852 (1989).    The Supreme Court emphasized that "the novelty and nunobxiousness 

requirements of patentability reflect the understanding that free exploitation of ideas will be 

the rule . to which ihe protection of a federal patent is the CNception." 4S9 U.S. at 151. 9 

U3.P.Q. 2d at 1S52.   As a matter of important public policy, the "exception" must remain 

absolutely justified. 

The American patent system can only enjoy public suppon so long as it is understood 

that patents reward inventors for contributions which may enure to the public welfare. The 

ultimate test of patentability is found in Section 103 of Title 35. which H.R. 1417 would 

amend. That provision requires that to merit patent protection, an invention, in addition to 

being new and useful, must be unobvious to a person skilled in that art. Section 103 ensures 

that a patented invention not only contributes to the public, but also that the substance of 

the disclosure reaches a le\'el of achievement that it enlightens other skilled persons and 

thereby promotes progress in the useful arts as the patent dnuse of the U.S. Constitution 

requires. 
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For two centuries. Congress and the Federal Judiciary have attempted to preserve 

the "carefully crafted bargain" or balance of competing interests referred to by the Supreme 

Court. We urge extreme caution and circuittspection before any action is taken to tip this 

balance away from the public. The cunem slate of patent system is not beyond 

improvement. However, we believe that the basic principles of our patent law, including 

the important principle in Section 103, are fair and well reasoned. 

• • • 

The AlPLA opposes the enactment of H.R. 1417 for the following reasons. 

1. The bill proposes an amendment to 35 U.S. Section 103 that is not needed. 

Its primary purpose is to "protect" the United States biotechnology industry 

from "unfair" competition, but its proponents cite no case of commercial harm 

to a L'.S. company that this bill would have pre\'ented. and we do not belie\'e 

that a threat of such harm exists. 

2. The bill would implicitly repudiate one possible interpretation of a single 

appeals court decision. In re Dunien. by "codif\ing" an earlier decision. In re 

Mono,-. If Patent and Trademark Office examiners are currently appKing 

Durden overzealously, such erroneous applications can be promptly corrected 

by appropriate appellate procedures and should be immediately corrected by 

the PTO as a matter of administrative policy. 

3. The bill would set an unfortunate precedent and damage the patent sv-stem's 

credibility by implying that certain classes of patent claims escape full PTO 

examination and are subjea to a different, weaker, patentability standard. 
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4. The bill would possibly jeopardize existing patent rights and increase the 

number of persons potentially liable as patent infringers. 

5. The bill would add a provision to our patent statutes that does not exist in the 

European Patent Coirventioit, the Japanese patent statutes, nor to our 

knowledge, in the patent laws of any other country. This precedent might 

encourage other countries to adopt similar expansive aberrational patent law 

doctrines. American imentors' interest lies in harmonizing U.S. patent law 

with foreign patent laws. Enaaing unique and unprecedented provisions in 

U.S. law, specially designed to "protect" a particular U.S. industry from foreign 

competition, works against that American interest. 

A discussion of these points follou-s. However, It may be useful to first consider the 

commercial implications of patenting process inventions to better focus on the effects and 

context of H.R. 1417, 

There are different legal and commercial considerations which attach to processes of 

nalcing something and processes for using something to make something else. Generally 

speaking, patent claims to well understood or coirventional processes of making a patentable 

product have no commercial significance. That is because the patent on the product 

includes the right to exclude others from making that product by any and every means. 

Likewise, a patent claim on the process of using a patentable produa to make another 

patented product hove no significance gi\-en the rights in the products themselves. 

Therefore, the significance of H.R. 1417 lies in iu effect on the patentability of process 
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claims in cases either where a patented composition of matter is conventionally processed 

to make an unpatentable product or where a machine is used to make an unpatentable 

product. 

Under cunent patent law conventional processes may or may not be patentable 

depending on a coruideration of the invention as a whole. Section 103. Indeed, the patent 

statute expressly recognizes that new uses of old processes may be patentable. Seaions 100. 

101.   However, what makes this a particularly sensitive area of patent protection is in the 

potential effect on commerce and trade in clearly unpatentable goods and materials, an 

arena where free competition is very often unaffected by patent rights.  In biotechnology, 

a patentable 'liost cell" is used by coirventional methods to make naturally occurring protein. 

The high degree of invention in the current state of this art and the special and regulated 

uses of the resulting purified proteins makes this an exceptional case in considering 

commerce in unpatentable products.   But. H.R. 1417 must be e\'aluated in its potential 

commercial effect on such things as lumber cut from a patented saw. purifled water made 

by a patented desalinization machine, or bottles made by a patented machine. During the 

course of trade in common anicles such as lumber, water, or products in bottles, buyers, 

sellers and usen rarely know how those produas are manufactured. 

Potential patent infringement liability in broad classes of persoits engaged in bming. 

selling or using commonplace articles made by patented processes was first established in 

the United States b>- the "Process Patent Act of 1988." P.L 100-408. Congressional 

protcodinp wliich led to liie enactment of this new law were highly controversial because 

of these concerns. e\'en though this law corresponds to the patent law in foreign countries. 
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H.R. 1417 is a direct expansion of P.L. 100-418 which esublished potential liability for 

process patent infringement beyond the user of the patented process. H.R. 1417 would 

insure that method of use claims will be included in everv patent for a machine, 

manufacture, or composition of matter if such is used to produce a prcxluct of any kind. 

The restraining effect on domestic and international commerce will, thereby, be expanded. 

The Development of Section 103 

The basic principles of patent law are straightforward: an invention which falls into 

one of the categories listed in Section 101. and which is new and useful as required by 

Sections 101 and 102. is patentable unless, as stated in Senion 103, 

The differences bet*een the subject matter sought to be 
patented and the prior art are such that the subject matter as 
a whole would have been obvious at the time the invention was 
made to a person having ordinary skill in the an to which said 
subject matter pertains. 

The establishment in 1952 of this nonobviousness test for patentability came after more than 

100 years of struggle in the courts to determine on a patent b> patent basis, whether the 

patentee haj made an invention or not 

The patent statute of 1790 required that inventions must be new and useful to merit 

patent protection.  But because the original statute did not provide for the examination or 

verification of these conditions, patents were issued on request.   The detenninaiion of 

whether the patented subject matter met these tests, and was therefore valid, was left to the 

courts.  Congress found this s\'stem unfair to the public (burdened with numerous invalid 

patents) and to inventors (forced to sort out patent rights in coun) and abandoned it in the 
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Patent Act of 1836. The Patent Office was then created to examine applications for novelty 

and usefulness before patents were issued. 

In 1850 the Supreme Court in Hotchkiss v. Greenwood. 52 U.S. (11 How.) 24S (1850) 

established that in addition to novelty and usefulness, that which was sought to be patented 

must constitute an "invention." 

The Court said: 

"unless more ingenuity and skill... were required...than were 
possessed by an ordinary- mechanic acquainted with the 
business, there was an absence of that degree of skill and 
ingenuity which constitute essential elements of every invention. 
In other words, the imprcnement is the work of the skilled 
mechanic not that of the inventor." 

In 1941. the Supreme Court in The Cuno Enyineeriny Corp. v. The Automatic De%'ices 

Ci'rp.. J14 U.S. 84 (1941) in fmding the patent in suit invalid said, "the new device, however 

useful it may be. must reveal the flash of creative genius." The enunciation of the unrealistic 

"flash of creative genius" standard led to the enactment of Section 103. 

The Interpretation and Application of Section 103 by the Courts 

Thus. Section 103 exists to deny patent protection to claimed subject matter, which 

although novel, has contours that are so traced by the existing technolog>' that the 

improvement is the work of a skillful mechanic and not that of the inventor." (See Bonito 

Boats 489 U.S. at 133-134). With respect to novel subject matter, "the goal of Section 10.' 

is to effect ihe undcrlving policv of ihe patent svMcm that . as Jefferson put it. "the things 

which are wonh to the public the embanassment of an exclusi\'e patent' outweigh the 

restrictive effect of the monopoly." Graham v. John Deere Co. 383 U.S. 1. 10-11. 15 L ed 
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2d 545, 552 (1966). 

The germinal interpretation of S. 103 is Graham v. John Deere Co.. 383 VS. 1,17-18 

(1966): 

Under Section 103, the scope and content of the prior art are 
to be determined; differences between the prior art and the 
claims at issue are to be ascertained; and the level of ordinary 
skill in the pertinent art resolved. Against this background, the 
obviousness or nonobviousness of the subject matter is 
determined. Such secondary considerations as commercial 
success, long felt but unsolved needs, failure of others, etc.. 
might be utilized to give light to the circumstances surrounding 
the origin of the subject matter sought to be patented. 

As stated in In re OFarrelL 853 F. 2d 894, 902. 7 U.S.P.Q. 1673. 1680 (Fed. Cir. 

1988), a case invohdng a biotechnology invention, "considering all of the evidence, this court 

must determine the correctness of the board's legal determination that the claimed invention 

as a whole would have been obvious to a person having ordinary skill in the art at the time 

the invention vvas made." 

Thus Graham and iu progeny have afCrmed the intent of Congress to establish an 

objective standard for evaluating the issue of nonobviousness under Seaion 103. Aa 

objective standard, under which all evidence is considered, weighed and evaluated, does not 

afford absolute of cenainty whether any particular invention will be nonobvious but dees 

provide a high standard for paientable inventions so that only those who go beyond the 

contribution of the skilled mechanic will be rewarded with the 17 year exclusionary patent 

richt. 
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The EfTecu of H.R. 1417 on Section 103 

The proponents of the bill argue that the Federal Circuit decision in In re Durden. 

763 F.2d 1406. 226 US.P.Q. 359 (1985) created a loophole" in the law. and further, that 

"codifying" the decision of the Court of Customs and Patent Appeals in In re Mancv. 499 

F.2d 1289, 182 U5.P.Q. 303 (1974) by enacting H.R. 1417 will close the "loophole". 

H.R. 1417 would not "codify" the Money decision, nor did the Durden decision create 

a "loophole" in the law. This bill would eliminate the application of Section 103 lo process 

claims in cenain circumstances, and thereby, change the basic premise of Section 103. The 

.Uuncy and Durden cases were decided by applying Section 103. as it now exists, to the tacts 

presented.   In Mancy. the process claim was found to be unobvious and patentable.   In 

Durden. the process claim was found to be obvious and linpatentable.   H.R. 141"' would 

amend Section 103 so that the result in Mancy would always occur, while the result in 

Durden. could never occur so long as the product made or used by the process is patentable. 

Applying ihe patent law to both applications for patents and patents themselves 

involves a degree of uncertainty.  The nonobvious standard allows for differing opinions 

depending on the nature and extent of the claimed invention and the teachings ot the prior 

art. Each year, tens of thousands of patent applications are rejected by the PTO for various 

reasons to the dismay of applicants and their attorneys who believe these inventions should 

be patentable. Often these decisions are appealed to (he Federal Circuit where sometimes 

the applicant prevails and sometimes does not.  Often, issued patents are found by courts 

to be invalid. Therefore, there is superficial appeal in H.R. 1417 in thai it would establish 

a per se rule of unobvious to process claims and remove uncertainty. 
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However, the desire of patent applicants and their attorneys for more certainty is not 

the issue.  The central issue is whether, in determining unobviousness. a flexible standard. 

based on applying the law after an analysis of all of the relevant facts, should be replaced 

by an inflexible standard where the relevant facts are by law ignored.  The patent system 

would be badly served by establishing this legal fiction, especially because the existing statute 

in Section 103, and the cases interpreting it, provide a fair opportunity to obtain process 

patent rights. 

There is no question that patent examiners currently rely on Durden as a basis of 

rejecting applied for process claims. We believe that reliance is often misplaced and is ofter. 

in error, panicularly in the field of biotechnology related inventions. However, that problem 

lies within the PTO. and. as we will discuss later, should he remedied by the PTO.  The 

problem is not in Section 103 or the Federal Circuit. 

The case of In rt Durden im'oK'es a commonly occurring fact pattern but a highly 

untisual approach by the patentee in appealing the PTO rejection of the process claim. The 

appellant had obtained a patent on a carbamate compound and a second patent on a oxime 

compound made by processing the patented cart>amate compound.  In the case at bar. :he 

appellant was seeking a third patent claiming the process of making the patented carbama:e 

compound by using the patented oxime compound in a conventional manner. 

Before the Federal Circuit the appellant conceded that the claimed invention was 

obvious: 

To simplif\' the issues in this appeal, appellants concede 
that the claimed process, apart from the fact of emploving a 
novel and unobvious starting material and apart from the fact 
of  producing  a  new  and  unobvious  product,  is  obvious. 

10 
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Appellants do not argue that differences in the chemical 
structure of either the starting oxime compound or the product 
produced would be expected to affect the reaction in any way 
which might render the claimed process unobvious. 

The appellants' "Summary of Argument" states: 

A chemical process which (a) employs a novel and 
unobvious starting material QI (b) is for the production of a 
novel and unobvious product compound oi (c) which employs 
a novel and unobvious starting material and also is for the 
production of a novel and unobvious product compound, is 
pateniable. regardless of the extent of other similarities to prior 
art processes.  [Emphasis ours.] 

In other words, the appellant was arguing to the court that Section 103 must be interpreted. 

at least as to chemistry, that "regardless" of the teachings prior art. processes in these 

circumstances are per se unobvious as H.R. 1417 would have it. 

The coun tlrst stated the issue: 

The issue to be decided is whether a chemical process, 
otherwise obvious, is paientable because either or trath the 
specific starting material employed and the product obtained, 
are novel and unobvious." [Emphasis ours.] 

The court then stated the answer must be "not necessarily", and ultimately upheld the PTO 

rejection of the claim as cbMOus and unpatentable saying: 

We are sure that there are those who would like to have 
us state some clear general rule by which all cases of this nature 
could be decided. Some judges might be tempted to try it. But 
the question of obviousness under §103 arises in such an 
unpredictable varietv of wavs and in such different forms thai 
it would be an indiscreet thing to do. Today's rule would likelv 
be repretted in tomorrow's case. [Emphasis ours.) 

This is hardly a c.ise to stand for any cenain approach to interpreting Section 103 regarding 

process inventions.  In fact, the Federal Circuit has stated that Diirden onlv stands for the 

11 
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principle that each case must be decided on the basis of its own fact situation, Loctite 

Corporation v. Ultraseal Ltd.. 781 F2d 861, 228 U.S.P.Q. 90 (Fed. Cir. 1985), and that 

Durden is Qot authority to reject as obvious eveiy method claim reading on an old type of 

process. In re Dillon. 919 F2d 688, at 695, 16 US.P.Q. 2d 1897 at 1903 (Fed. Cir. 1990) 

(plurality opinion). 

On the other hand, there is ample precedent in which courts have refused to apply 

a "necessarily nonobvious rule", as in Durden. but then found patent claims unobvious for 

convention processes of using a patentable starting material. In re Kuehl. 475 F2d 658. 177 

U.S.P.Q. 250 (CCP.\ 1973). In re Pleuddemann. 910 FZd 823.15 U5.P.Q. Zd 1738 (Fed. Cir. 

1990). 

The rejected claims in KiichI dealt with a method of using a patentable zeolite. "ZK- 

22", as a catalyst in hydrocarbon cracking. The PTO argued that the claimed method of use 

was the ob\'ious method for using a zeolite catalyst. The appellant argued that the 

patentable nature of ZK-22 necessarily rendered the method of use claim patentable. The 

court rejected the appellant's argument and applied the statutory standard of Seaion 103 

to the facts of the case. The court then specifically found that ZK-22 «as not so similar to 

the zeolites of the prior art as to render its use to crack hydrocarbons obvious to one skilled 

in that art 

The imtntion in Fleiiddemarm related to a method for bonding a polymerizable 

material ha\ing aliphatic unsaturation and a mineral filler having hydroxyl functionality, and 

u method for priming a surface having hydroxyl functionality to improve its bonding to 

organic resins containing aliphatic unsaturation.  Each method used the same specifically 

i: 
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defined organosilane compound. The organosilane compounds were themselves the subject 

of an issued patent.   The products made using the organosilane had been conditionally 

allowed, subject only to being rewritten in independent form. It wa. however, known in the 

art that organosilanes could be used as coupling agents. 

The pro rejected the method of use claims citing Durden. The court rejected the 

Durden argument, pointing out that Durden involved different facu and that the controlling 

law is found in Section 103. (It is illuminating to note that the author of the decisions in In 

re Durden and In re Plueddemann was Judge Giles S. Rich, one of the most distinguished 

patent law jurists in the world).   The court, after dismissing Durden as non-controlling 

precedent, found the process claims unobvious stating: 

It is the propenics of appellant's compounds as bor.ding'priming 
agenu for certain polymers and GUers or support surfaces that 
give them their utility. As stated above, the compounds and 
their use are but different aspects of. or ways of Icoking at. the 
same invention and consequently that intention is capable of 
being claimed both as new compounds or as a new method or 
process of bondiny.'priming. On the other hand, a process or 
method of making the compounds is a quite different thing: they 
may have been made by a process which was new or old. 
obvious or nonobvious. In this respect, therefore, '..here is a real 
difference between a process of making and a process of using 
and the cases dealing with one involve different problems from 
the cases dealing with the other.  [Emphasis ours;. 

One year after the decision in Kuehl. the Coun of Customs and Patent Appeals 

decided In re Mancv. 499 F2d 1289. 182 U.S.P.Q. 303 (CCPA 1974).   Money isolated a 

naturally occurring microorganism found in the earth and applied for a patent on a 

convention.!) method of "brewing" that material to produce daun.^rubicin. a known antibiotic. 

The PTO rejected the patent application on the grounds that the method of using or 

13 
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brewing a microorganism was conventional and obvious.   The court reversed the PTO 

rejection, found the process unobvious and patentable and stated: 

(Alppellants allege that the proper test for determining the 
obviousness of a process invention, where the difference 
between the claimed invention and the prior art resides in the 
material used in the process, was enunciated by the court in In 
re Kuehl. 475 F.2d 658{, 177 USPQ 255 (CXPA 1973),) wherein 
we held that a hydrocarbon cracking process was not even 
prima facie obvious where the particular zeolite catalyst used in 
the process was not known to the prior an, the obvious parallel 
being that the particular strain of microorganism used here was 
not known to the prior art. 

The .Wann- decision did nothing more than cite Kuehl as affirming the principle stated in 

Section 103 that in addressing claims to cotiventional processes, the invention as a whole 

must be considered in determining non-obviousness. The Mancy case did apply the principle 

to the field of biotechnology inventions. 

In sum. the decisions in Kuehl, Mancy, Dillon, Pbteddemann and other cases 

demonstrate that the current law provides a fair and equitable framework within process 

inventions are evaluated for nonobvious.   There is no dispute that numerous patents. 

including numerous patents in the field of biotechnology, include claims for processes cf 

using and processes of making patentable machines, manufactures and compositions of 

matter. 

The Potential of H.R. 1417 to Prejudice Others 

The negative effects of H.R. 1417, if enacted into law. are difficult to fully predin. 

Follcming are two examples of the potential for unjustiHable prejudice or harm to others 

when heretofore unpatentable claims for methods of use become patentable. 

14 
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Example A. ACME Fertilizer Co. is gramed a patent on compound A. Compound 

A is a truly superior fertilizer and successful sales begin immediately. Compound A also 

becomes the subject of research throughout the chemical industry. 

Subsequently, the Jones Fertilizer Co. discovers that compound B, an adjacent 

homolog to compound A. is extremely useful in curing rubber. Compound B is structurally 

very closely related to compound A. and has the same superior properties as a fertilizer as 

does compound A. However, compound A is not useful to cure rubber. Discovering new 

uses of existing or closely related chemical compounds is commonplace. 

Under current law. Jones would be able to patent compound B for use in curing 

rubber. A prima facie case of obviousness of compound B in view of compound A would 

be rebutted b\- showing the aaual difference in properties. However. Jones would be unable 

to successfully claim compound B for use as a fertilizer because such a method of use would 

be obvious in view of compound A. 

If H.R. 1417 were the law. the result would be quite different. Jones could 

successfulK' patent compound B as a method of curing rubber and for use as a fertilizer. 

The ob\iousness of compound B in view of compound .A as a fertilizer could not be 

considered. Thereafter. 2 patent with that scope issued to Jones. 

A third company. Smith Fertilizer, discovers that a previously known compound C. 

which is structuralK similar to both A and B. unexpectedly is useful as a fertilizer but not 

as a rubber cure. In this circumstance, ACME may have a colorable claim for infringement 

of its fertilizer meihod-of-use claim against Smith under what is called "the doctrine of 

equivalents." The bill. b\- gi^ng Jones an automatic right to a similar fertilizer method-of-use 

15 
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claim, even though fenilizer use of compound B was otherwise obvious, would enable Jones 

to assert a similar infringement claim, thereby complicating and prejudicing ACME's right 

to license or enforce its patent and extending the period of time during which the public may 

not have free access to compounds similar to B for fertilizer purposes. Without the fertilizer 

method-of-use claim, Jones is much less Ukely to convince a court of infringement by 

equivalency because Jones' claims to compound B pers^ was based solely on its unexpected 

rubber cure property, which Smith's compound C does not possess. Also, granting Jones a 

fenilizer method-of-use claim may inappropriately make it more difficult for later inventors 

to obtain patent claims to other compounds discovered to be useful as fertilizers. 

Example B. The Smith Compain- is in the business of hanestine trees, cutting the 

trees into lumber, and selling the lumber. As part of that business. Smith manufactures high 

speed saws. Oer many years. Smith has improved its saws and has obtained patents on 

each of the improved machinev However, there is no difference from the first to the last 

patented saw in applying the cutting blade to the tree nor in the resulting lumber. 

It may be that the patent on the first Smith saw could conuin a claim for a method 

of using the saw to cut wood. But over the years. Smith's own saw patents and the patents 

of Smith's competitors are added to the prior art. Soon the claim for a method of using this 

type of saw to cut wood becomes obvious over the prior an, even though patents may issue 

on the improved saws themsehres. 

If H.R. 1417 were enacted, e%-ery patentable saw including Smiths win contain a 

method of using it to cut wood no matter how obvious it may be to use a saw to cut wood. 

16 
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If one of Smith's competitors begins to manufacture and use a patented Smith saw, under 

current law. Smith could bring an action for patent infringement against that competitor. 

But now that Smith's patent on that saw includes a method of use claim, which would not 

have been granted but for H.R. 1417, those liable for patent infringement now will include 

every person who buys, sells, or uses lumber cut by the saws which infringe Smith's patented 

saw. 

Aba an infringing Smith saw could be used outside sf the U.S. by a foreign 

competitor of Smith to cut trees and import the resulting luir-rer into the United States. 

Again, Smith could take action against the direct infringer of -..ne patent, in this case. b\ 

bringing an action in the International Trade Commission to prr>ent the importation of the 

lumber. But if dnmaces and p^e^-enting domestic trade in tha:' .mber is what Smith seeks. 

Smith will now have a cause of aaion for patent infringemer: against every person who 

buys, sells, or uses the lumber. 

The General Counsel of the Department of Commerce :n a letter of June 10. 1991 

to Senator DeConcini regarding S.654. which is identical to H.R. 1417, said: 

...S. 654 would not grant a patentee any greater r.ghts vts-a-vis 
purely domestic infringers. because under senion 154 of title 35 
the holder of a patent to an invention, such as a host cell, may 
already exclude others from making or using that cell in the 
United States. 

The General Counsel in a letter of July 5. 1990 to Chairman Kastenmeier on H.R. 3957. a 

predecessor bill to H.R. 1417, said: 

[H.R. 3957] would not gram a patentee any righ'.s greater than 
those already assertable against someone who infringes the 
patent in the United States. 
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The clear import of these assertions is that the eiuctment of this bill will have no negative 

effect on persons in the United States i.e. the patentee would be granted no "greater rights' 

than are already provided by current law. The examples above demonstrate that is not 

correct. 

In example A. the prejudice to the inventor/patentee ACME and to the consuming 

public from giving later inventor Jones an automatic right to method-of-use or method-of- 

making claims cannot be justified. To underline the injustice, imagine that Jones is n foreicr. 

corporation. Then the injury to ACME's business and employees and to United States 

consumers becomes an injury to a part of the U.S. economy and a windfall to foreign 

interests. While example B discusses saws, H.R. 1417 would effect every patentabie 

machine, manufactunr and composition of matter which is capable '.o producing a produ:'. 

where a method of use claim would be obvious in view of the prior an. Example B 

demonstrates that the enactment of the bill will allow patentees to enforce their rights 

against a multitude cf persons who would have no legal exposure under current law. Ther; 

is also no justification for this result. 

The Need for H.R. 1417 Has Not Been Demonstrated 

The primars- stated purpose for the enactment of H.R. 1417 is that it is needed '.c 

protect the US. biotechnology industry bom "unfair" foreign competition. The proponent 

funher assert that H.R. 1417 is "consistent with the patent granting process now practiced 

in the European and Japanese Patent Offices," and therefore its enactment will pro\'ide for 

U.S. patent owners what is already provided to owners of foreign patents. We will discuss 
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these points in order. 

The biotechnology industry in the U.S. has made extensive use of the U.S. patent 

system. The U.S. Patent and Trademark Office has issued hundreds of biotechnology 

patents, many affording broad protection for basic scientiHc discoveries. Virtually none of 

the major first-generation products to emerge from this industry has lacked effective patent 

protection, including human growth hormone. Factor VIII, erythropoietin, the interferons. 

human insulin, colony stimulating factors, interleukins, plasminogen activators, and a host 

of other entities.  Many of these patents include process claims. 

Although the industry is still in its infancy, iu patent activities have spauiied a 

plethora of lawsuits, many in foreign countries. Virtually none of the first-generation 

biotechmilog\- products has escaped multi-million dolbr litigation over enforcement of paier.t 

rights. In many cases dominating patents have been granted among various competitors. 

The interested parties have elected ~ and sometimes been forced - to pursue cross-licensing 

agreements in order to avoid the long, costly, and uncertain process of legal enforcement. 

Against this backdrop of patent grants and patent litigation, the industry maintains 

it needs to expand its ability to obtain patent process rights to protect itself from unfair 

foreign competition. Yet the industry- has not cited a sincle case of commercial harm lo ,inv 

company which has resulted from unfair foreipn competition sanctioned so to speak, bv the 

current state of the law. 

The onh" case cited to demonstrate the need for H.R. 1417 does not do so. Amgen 

Corporation (Amgen). Genetics Institute (Gl) and others in the biotechnology field engaged 

in extensive research relating to the protein erythropoietin (EPO).   Amgen and GI were 
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both granted patents covering the purified protein as well as the gene cloning and expression 

of EPO. GI licensed its U^. patent rights to Chugai Corporation (Chugai), a Japanese 

pharmaceutical company. 

A raultiforum legal contest between Amgen and Gl/Chugai over the patent rights to 

EPO ensued. Amgen petitioned the International Trade Commission to prevent Chugai 

from importing purified EPO in the VS.. The petition was dismissed on the grounds that 

the imported product did not infringe Amgen's patent, nor was the product made by a 

process protected by Amgen's patent. Later, in a pnteni infringement action brought by 

Amgen against Gl/Chugai, the court found, inter alia, that Amgen had no legal right to 

market the very product Chugai was imponing. Still later, the Federal Circuit reversed, inter 

alia, the district court holding that the Gl patent was valid and enforceable. A paier.i 

interference, declared by the PTO. ber»'een the Amgen and GI patents has not been flnalK 

resolved to our knowledge, but does cover the very process claims which H.R. 1417 

addresses. Under PTO procedures the winner of the interferences will be granted these 

process claims. 

Several points are relevant to H.R. 1417. Amgen's failure at the International Trade 

Commission was not the resuh of any defect in Section 103. or in Section 337 of the Trade 

Act. Amgen's original patent application included claims for using the genetically engineered 

host cell it invented to produce EPO. During prosecution, Amgen voluntarily elened to 

drop its method of use claims from the application before the patent issued. The patent 

without those method of use claims was asserted at the TTC. Laier, the PTO allowed 

Amgen's method of use claims, but instituted the interference proceedings referred to above. 

M 
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Had these claims been in the patent asserted at the TTC, a decision on the menu of the case 

would have occurred. 

Secondly, once the interferences are coiKluded Amgen is likely to be successful in 

ultimately securing the method of use claim it originally sought. While it is regrettable that 

this patent claim was not granted in the originally issued patent, the fact is that it will be 

granted under current law. This case may demoiutrate an unfortunate choice by Amgen in 

cancelling its method of use claims. It does not demonstrate the need for enactment of H.R. 

1417. 

Finally, gixen the  circumstances, it is inappropriate to characterize Chucai's 

importation of EPO as an "unfair" trading practice. Even if we assume that Chugai used the 

genetically engineered starting materials patented in the CS. by Amcen to make EPO. that 

use violates neither U.S. nor Japanese law.  In the course of this debate, it has been said 

that it is "unfair" for a foreign corporation to do something abroad, which, had it done the 

same in the L'.S. would constitute patent infringement. While it might be viewed as unfair 

in some moral sense, the fact is that patent laws have no effect outside of a countries' 

borders.  If Amgen wanted to prevent Chugai from using in Japan the product it invented. 

Amgen must secure a patent in Japan for the product.  In a country to country trade law 

context, it may amount to an unfair trade praaice for a country to deny to a L'.S. Inventor 

the legal ability to protea an invention within its territory. But even in that collateral sense. 

the notion of unfairness does not apply here because Japanese patent law is sufficient to 

afford proikction to Amgen's imcntion. 
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The level playing" field argument that H.R. 1417 would grant rights to patentees in 

the \JS which are currently granted in Europe and Japan prompts two comments. First, the 

playing fleld is inevitably already level in the sense that whatever patent rights exist in the 

VS, those rights are available to VS. and foreign inventors alike. The same is true in 

Europe and Japan for US. inventors. As mentioned earlier, foreign corporations are 

granted more U.S. patents than are \JS. corporations. Therefore, lowering the standard of 

pateniabilit\' in the U.S. beneflts VS. and foreign patent applicants alike. 

Currently. U.S. trade policy embraces the goal of ensuring that foreign countries have 

intellectual property laws which fairly and adequately allow for the protection and 

enforcement of L'.S. inventions and other forms of intellectual property. For example, if a 

country did not allow patent protection for chemical inventions, in a trade context, we would 

consider that unfair. This trade related level playing field" issue exists %vith lesser developed 

countries, but not with Europe and Japan for {>atent protection. 

Second, neither the European Patent Convention, the Japanese patent statute, or. to 

our knowledge, the patent laws of any other country with an examination based patent 

sv-stem contain a provision which corresponds to H.R. 141". In the European Patent Office 

(EPO) and the Japanese Patent OfBce (JPO) all claims for methods of using a patentable 

product are examined for nonobviousness. Because there is no per se unobvious patent 

provision, process claims may be rejected by patent examiners in both the EPO and JPO. 

and process patents may be found obvious and therefore invalid by European and Japanese 

courts. Therefore, the enactment of H.R. 1417 will not harmonize U.S. law with foreign law, 

and in fact the opposite is true. As this Subcommittee well knows, there is currently an 
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effort to haiTOonize the patent bws of all countries. In our opinion, this is an inopportime 

time for the VS. to enact unique and unprecedented patent laws for the avowed purpose 

of 'protecting" U.S. industry from foreign competition which has not been shown to be 

"unfair". 

Administration of the Law by the PTO 

We have explained earlier why the current law, both Section 103 and the cases 

interpreting it. provides a fair and workable legal framework within which process claims can 

be examined for unobviousness. We have also indicated that because patent applications 

present different facts, there will always be a measure of uncertainty as to the patentability 

of claimed inventions. That is an ine\itable feature of the patent granting process. Each 

year many applications, which inventors and their attorneys believe present paientable 

im-entions. are rejeaed by the PTO. and many more are amended before being allowed to 

issue as patents. 

The fundamental responsibility of the PTO is to properly administer and interpret the 

law. The proponents of H.R. 1417 claim that the PTO is improperly relying on the Dunien 

case to reject method of use claims in biotechnology applications. We have no evidence to 

believe this practice is widespread and belie\e that the PTO has not adopted this approach 

as a matter of policy. Without question, claims for broad recombinam processes for the 

production of proteins have been allowed i.e. Amgen for G-CSF. Genentech for TPA and 

Genetics Institute for Factor VII and M-CSF. And as explained earlier, such a process claim 

will almost certainly be issued to Amgen for EPO. 

:3 
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However, the assertion that patent examiners fail to understand and therefore 

sometimes misapply the law to process claims was given credetKe in testimony before this 

Subcommittee by the Solicitor of the PTO. Mr. McKeNy, on September 25, 1990 at a 

hearing on a predecessor bill to HJl. 1417 (The entire testimony of Mr. McKeIvy is 

attached). In a response to a question by Mr. Boucher on the PTO opinion of the effect of 

Plueddemann on Durden, the Solicitor said, 

... The Durden decision and the PUuddtmann decision are most 
difficult, in my judgment to reconcile. And that being the case, 
maybe most patent examiners have more judgment than I da 
but I think they are going to have a very difficult lime in looking 
at any particular set of facts and determining whether 
Pleuddemann or Durden controls. In short, it is going to be on 
a case-by-case basis. 

...I think it is because If you look at the two cases, which one 
are you to be persuaded by if you are a disinterested observer 
having two cases before you that are binding precedent?" 

Later the following coUoqm- occurred: 

Mr. BOUCHER. And would it clarify the law if H.R. 5664 
were to be enacted, effectively ovetniling In rt Durden and 
returning to the prior law. which was the In rt Money rule? 

Mr. McKELVEY. The bill which you mention is the latest 
introduced bill? 

Mr. BOUCHER. Yes. 
Mr. McKELVEY. Yes, it would, in my opinion. 
Mr. BOUCHER. All right, and that would help patem 

examinen and facilitate the process of resolving process claims? 
Mr. McKELVEY. It would, Mr. Chairman, I think in addition 

to that, it would also provide patent applicanu and their 
attorneys with some measure of certainty in terms of giving 
advice on what you would patent and not [latent. 
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Several commenu are in order. Durdtn is not "binding" precedent for anything, save 

the clear statement by Judge Rich that given the facts of the case, the process claim, was not 

necessarily pntentable. Judge Rich also said: 

We reiterate another principle followed in obviousness 
issue cases, which is to decide each case on the basis of its own 
particular fact situation. What we or our predecessors may 
have said in discussing different fact situations is not to be taken 
as having universal application. 

Footnote 2, 763 F.2d at 14ia 226 USPQ at 361. 

Second. Durdtn does not and cannot overrule Money (or KueliD.   It is well settled 

that decisions of the CCPA are the law of the Federal Circuit until overruled by the Federal 

Circuit in banc.   South Corp. v. United States. 690 F.2d 1368. 2!5 USPQ 657 (Fed. Cir. 

19821 (in bancV Therefore, the reasoning of the court in .\faney in arpNing Section 103 to 

a method of use claim is already "binding" precedent without the enactment of H.R. 1417. 

When the PTO cited Durdcn as justification for rejecting the method of use claims in 

Plucddemaim. Judge Rich stated that Dunien is not precedent for the rejection and 

ultimately found the claims patentable.   If patent examiners were educated on this point. 

which was also stated in Dillon, then the examiners would not be faced with attempting to 

"reconcile" Plucddemaim and Durden.    They could then proceed to apply Money is 

illuminated by Plueddemann. 

Finally, the Solicitor's testimony leaves one with the impression that the patent 

examiners operate as free agents to read and interpret the law for themseh-es.   That is 

certainly not. or should not be, the case since the great majority of examiners are not 

lawyers. Clearly examiners need and frequently receive guidance from their supervisors on 
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ihe proper interpretation of the law.  The Solicitor's testimony implies that in the law at 

issue here, they are not receiving that guidance. 

As a matter of policy, Ihe PTO clearly supports the principle that in chemical or 

biotechnology applications, when a patentable composition of matter is used to make 

another product, patentable or not, a method of use claim should be unobvious in a great 

majority of cases. We know this because the PTO supports H.R. 1417 which would go far 

beyond this principle. The Kuehl. Money. Dillon, and Plueddemann cases, and others, 

provide ample support for this principle. 

Certainly it cannot be necessary for Congress to enact a bill for the purpose of forcing 

the PTO to apply the reasoning of the coun in Mancy or Plueddemann for biotechnology 

inventions. We believe it would be more appropriate for the Commissioner to issue a 

directive to the examiners clarifying the law, particularly the non-precedential nature of 

Durden, to assist examiners properly apply Section 103. If there is an uncertainty in the 

examining corps regarding the difference between processes of making and methods of using 

patentable products, that should also be clearly explained. 

* • « 

This concludes our statement. Again, we appreciate the opponunit> lo panicipaie 

in this proceeding. 
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/Excerpts  fron Sept.   25,   l&SO,  hearing/ 

Mr. BoucHEE. And then the ITC would have authority to bar the 
importation of the product coming from somewhere else utilizing 
that same patented hoet cell and the patented process? 

Mr. MANBBCK. Yes, sir, that ia my opinion. 
Mr. BoucHEK. So your view is that solves the problem entirely, 

and therefore we don't need to amend the ITCs statutory author- 
ity, is that correct? .•^•. .     ;... 

Mr. MANBBCK. Yes, sir, that is correct. .. 
Mr. BOUCHER. I think that is very clear. Let me ask you this. Let 

us suppose that we are not successnil in our effort to overrule In re 
Ourden and the current law continues. How would the Patent and 
Trademark Office interpret process claims in light of the Pleudde- 
mann decision? What effect would the Pleuddemann decision have 
on your current interpretation of In re Durden? 

Mr. MANBBCK. This is a very difficult question. Our solicitor, Mr. 
McKelvey, is here with us.. I could ask him to comment if you 
would like. • vj   •; 

Mr. BOUCHER. Sure. We would be happy to hear from him. 
Sir, please state your name and your position for the record. 
Mr. MCKELVEY. Mr. Chairman, I am FVed McKelvey, Solicitor of 

the Patent and Trademark Office. 
Following up on Commissioner Manbeck's statement, the Durden 

decision and the Pleuddemann decision are most difficult, in my 
judgment, to reconcile. .i • .. 

Mr. BOUCHER. Could 3rou pull the microphone a little bit closer? 
Mr. MCKELVEY. And that being the case, maybe most patent ex- 

aminers have more judgment th^ 1 do, but I think they are going 
to have a very difBcult time in looking at any particular set of 
facts and determining whether Pleuddemann or Durden controls. 
In short, it is going to be on a case^y-case basis. 

We have numerous patent examiners, all with the best of inten- 
tions, that are going to reach different results, as may our Board of 
Patent Appeals and Interferences, depending on who the panel is. 
If these two cases continue to exist sid&^iy-side—and I might say it 
is not only Durden and Pleuddemann, but numerous other deci- 
sions as well—we are going to have, in my judgment, inconsistent 
application of the law, albeit with good intentions. 

Mr. BOUCHER. Well, I hear you saying that the Pleuddemann de- 
cision doesn't do anything to clear up the confusion that exists in 
the law currently. 

Mr. MCKELVEY. Tliat is correct, Mr. Chairman. 
Mr. BOUCHER. In fact, it may have even added to that confusion. 

Is that a fair statement?   . 
Mr. MCKELVEY. In my judgment, that is a fair statement because 

both Durden and Pleuddemann start with a patentable material— 
apply a method to make a patentable final materiaL How you can 
say one is a method of using vis-a-vis the other a method of making 
ia in the eye of the beholder. It depends on where ]rou start 

Mr. BOUCHER. Tlie latter being a method of manufacture? 
Mr. MCKELVEY. Yea. , 
Mr. BOUCHER. The distinction was between using on the one 

hpnd and mAking on the other. You are saying that is a very diffi- 
cult distinction for the PTO to apply? 
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Mr. MCKKLVKT. Well, I think it ia becanae if you look at the two 
cnaoB, which one are you to be penoaded by if you aze a disinter- 
eeted observer having two. caaes before you that are binding 
precedent? •    £        ' 

Mr. BoucHOL And would it darify the law if HJL 5664 were to 
be enacted, e£Eecttvely overmling In re Durden and returning to 
the prior law, which was the In re Money rule? 

tax. McKiLVST. "Hie bill which you mention is the latest intro- 
duced bill? V"» 

Bfr. BoucHKS. Tea.    '•    .;     • i=.    . 
Mr. MCKKLVBT. Tea, it would, in my opinion. 
Mr. BoucHKR. All ri^tt, and that would help patent examiners 

and facilitate the process of resolving process claims? 
Mr. McKxLVXT. It would, BIr. CSiairman. I think in addition to 

that, it would also provide patent applicants and their attorneys 
with some measure of-certainty in terms of giving advice on what 
you could patent and not patent. 

Mr. BoucHXB. Well, thuik yon, sir. You are an excellent witness. 
Pjauriiter.]   : r.ii?   '.r'--  s . •   \   •.     r ••  - 
Mr. BoucHDu niat conchidee my questiona. The gentleman from 

California. ->...-, 
Mr. MooRHEAD. Tliank you. It is always good when you get a wit- 

ness that testifies Ti|dit.     '•'H'^ '"•'• 
The Intellectual Property Owners Aasodatian will testify later 

today in opposition to tluae bills, niey believe that section 1 may 
legitimize the patenting cf process claims that would be rejected 
today under the overdaiming doctrine. Would this be possible? ' 

Mr. MANBKX. Is that quertum directed to me, Itr. Mooriiead? . 
Mr. MoORHXAO. Tea. i'v n;..'^  -• L   iv        • i. 
Mr. MANBacx. It would be helpful to understand a little bit more 

of wliat is meant by the "overclaiming dootiine." At least I and my 
assnciatwi here have thoo^ perlums what is meant here by that 
term in this context, is the sihcallea exhausted combination, under 
which, for many years under the Lincoln Engineering case, the 
Patent and Trademark Office rtjected claims as directed to "ex- 
hausted combinations."'"-.ui'.^-vi; c- ,,    -•        -     .   ,,    -. 

There have been' at least two cases treating the issue, and these 
caaes—one a CCPA caae and the other a Court of Appeals for the 
Federal Circuit case—hold that if claims are to be rejected in the 
Patent and Trademark Office or overturned in the courts on the 
basis of ezhatisted combinatinn, one really must look at section 112 
of the statute, and that this is what controls. Has the patentee dis- 
closed and claimed with particularity and distinctness his inven- 
tion? If he has done that, we understand he hasmet the intent of 
the patent laws and the patent would be granted.    ' 

Mr. MooKaxAD. In the testimony that wiU be ofiFered, it says the 
Supreme Court of the United States in the Linmln Engineering 
case struck down a~ patent based on what has been variously called 
the overclaiming, old combination or exhausted combination doc- 
trine. Tliat doctnbra holds that an inventor is not permitted to hide 
the invention by inserting into patent claims lane munbers of un- 
necessary elements or stqps so that the daims Uiil to particularly 
point out the invention.    , .• •ix.'i'^i:»»;vv. i'-.r.     .•     ..•.>.• 
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Mr. HUGHES. The gentleman firom Virginia. 
Mr. BOUCHER. Thank you very much, Mr. Chairman. Well, what 

I am hearing from this panel is very curious. I mean it sounds like, 
notwithstanding the testimony we have previously received from 
the Patent and Trademark Office, that there is a serious amount 
of confusion and a major problem with the law, and from univer- 
sities that have need for certainty in this field and ability to get 
patent rights issued quickly and expeditiously, and from the bio- 
technology industry itself that there are major problems and uncer- 
tainties in the law, you seem to be saying that there is no problem. 
Is that a fair interpretation of your testimony? Mr. Marsh. 

Mr. MARSH. Mr. Boucher, it is. I am amazed that we do not read 
the Pleuddemann, the Dillon, the Durden cases verv carefully and 
actuall>[ look at the language and reasoning applied oy the eminent 
jurists in those cases and then apply it as tnose cases have indi- 
cated they should be applied. The Durden case is very, very unique 
on its facts. It was requested to be taken up to the Court of Ap- 
peals for the Federal Circuit by the PTO. Concessions were made 
in order to frame an issue there. That case rejected the arguments 
of the patent applicant that, merely because they had a patentable 
starting material or a patentable product, they were automatically 
entitled to process claims. That is the holding of the court. It re- 
jected that "merely because" argument. 

Mr. BOUCHER. Mr. Marsh, without getting too much into the cap- 
illaries of that decision, the effect of it is very clear. And that is, 
that the Patent and Trademark Office is not issuing process patent 
claims under the state of facts presented by the biotechnology in- 
dustry, the imiversities and others this morning. 

Now, we have had at least one very clear example that we are 
all familiar with, it is notorious, where real harm was done, and 
that is in the case of EPO, the Amgen product, the importation into 
the United States of which was allowed, even though it was made 
with a process that itself was known utilizing a patented host cell. 
That was allowed. 

Mr. MARSH. May I respond to that? 
Mr. BOUCHER. Yes. I would like to ask you specifically why you 

believe that we don't have a problem in our law when that was spe- 
cifically allowed. 

Mr. MARSH. I believe in many circumstances the Patent Office is 
issuing process patent claims in the biotechnology industry as well 
as in other industries and other technologies. It is my information 
and belief, and I could stand corrected—I believe Mr. Allegretti 
could probably provide this information to this committee today, as 
to whether Amgen currently has pending process claims in the Pat- 
ent and Trademark Office. My belief, or my information—I may be 
wrong on Uiis, but I believe he could correct this very quickly—is 
that those process claims may be tied up in interference proceed- 
ings with tne question of is someone else the proper inventor of 
those claims. I am not sure of that. 

But I do know that in other areas the Patent Office, when look- 
ing at particular claims does, in fact, consider them nonobvious in 
many cases. I think if they read the Pleuddemann decision and the 
Dillon decision and apply that along with the Mancy decision we 
have a very workable system in the present state of the law that 
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says that if you have a new material and you use that material, 
or even make that material by a process, that the Patent Office 
should not be applying In re Durden in a rote manner, but should 
be looking at the process in light of the starting or ending material 
and deciding whether the process as a whole is inventive. 

Mr. BOUCHER. Well, you heard this morning Commissioner 
Manbeck indicate that he feels that he has no alternative but to 
apply the law as announced in the Durden case. He also said that 
the Pleuddemann case, and this is on advice of his counsel, does 
nothing to clarify the situation; that, in fact, it perhaps makes it 
worse; and that there is such uncertainty at the present time that 
the biotechnology industry cannot have the confidence that its proc- 
ess patent claims in these circumstances are going to go forward. 
That much is very clear. 

And I find it difficult in the face of all of that, practical obstacle 
though it may be, that you can sit here this morning and tell us 
that there is no problem to which we should respond. I would just 
respectfully differ with you. I think that perhaps you misperceive 
the role of the Congress. At a time when an administrative agency 
says that there is an enormous amount of legal uncertainty and 
Congress very readily can correct that uncertainty and create a 
smooth flowing process for people who need this patent protection, 
I, for one, think we have an obligation to do it. 

You are certainly entitled to your opinion to the contrary. But I 
think if we adopt your course of action it could be years of expen- 
sive litigation with no guarantee that at the end of that we are 
going to arrive at the proper result. We know we can arrive at the 
proper result if we simply pass this bill. 

Let me just mention one or two other items, and I will try not 
to prolong this, Mr. Chairman. You had indicated that, perhaps— 
I guess it was Mr. Chisum indicated that if there is some overzeal- 
ous application of the Durden decision that the Patent and Trade- 
mark Office can take care of that on its own. But I would suggest 
to you that if the lawyers at the Patent and Trademark Office say 
that they have to follow that decision their application of it is not 
overzealous. That is simply what the law requires. And, obviously, 
they again this morning have told us that they have no choice. This 
is something they simply have to do. So, I wouldn't characterize it 
as overzealous. It is an application they feel is required by the law 
as announced by the court of appeals in the Durden decision. 

Second, you had indicated that there might be some problem in 
creating a precedent if we passed this bill, and that in doing that 
we might undermine the confidence in existing patents. I fail to see 
how that could happen. Because there is nothing in this legislation 
that would take away a right that a current patentholder enjoys. 
We are adding rights through this measure. We are in no sense 
taking them away. So I fail to see how we could be undermining 
the confidence in existing patents by passing this measure. 

By the way, if you want to respond to any of this you are wel- 
come to do it. 

Now, let me see if I can take a shot at responding to your exam- 
ple with the saw. As I understand your hypothetical, the use of 
that saw to cut down trees, if our bill were to pass, would then give 
someone—I guess the patentholder on the saw—the opportunity to 
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exercise an infringement action aeainst a seller of the trees or 
maybe even somebody who bought the trees. 

I would suggest to you, and I would like your response to this, 
that if you fear that under the passage of this bill, that same thing 
could probably happen today, and the reason is that under the 
Pleudaemann case anytime the subject of the patent is a use, as 
opposed to a manufacture, and in the case of the saw it clearlv 
would be a use, then a patent infringement action could lie. And, 
so if you are afraid that that would happen under the terms of H.PL 
1417, why are you not fearful that that would happen under the 
current law as announced in the Pleuddemann decision? Clearly a 
use of the product being contemplated in your example. 

I will stop with those questions, and if you care to respond, I 
would be happy to hear your response. 

Mr. HUGHES. Mr. Chisum. 
Mr. CHISUM. Certainly. I think your first point had to do with 

the pro, if they saj^ their lawyers tell them that they are bound 
by the Durden decision and there is only one interpretation of the 
Burden decision. I have spent many years teaching law and I know 
that how to interpret cases is not always crystal clear and cases 
do not always dictate their own interpretation. 

Second, in terms of the PTO I really would cite a specific in- 
stance. A few years ago a case came up called In re Bond. It dealt 
with a technical matter like the interpretation of so-called means 
plus function limitations. The Patent Office viewed that decision as 
creating a serious administrative problem for them and took the 
very convenient position, frankly, that that was inconsistent with 
prior cases and they were not going to follow it, or they were not 
foing to follow a certain interpretation. So the Patent Onice knows 

ow to interpret cases properly and to reconcile conflicts among 
cases when they want to. And I cannot but speculate as to what 
reasons they don't want to in this instance. 

The third has to do with your point about faith in the patent sys- 
tem. Patents are very fragile things. Under our system of justice, 
many times ultimately a patent is only worth something if a jury 
in a case is willing to say that is a valid patent and it is in- 
fringed—the right to trial by jury. And so the public very much di- 
rectly participates in the patent system, and it indirectly partici- 
pates by paying higher prices in some areas because patents are 
issued on products. And they do so because they believe, I think, 
that it is not only iust, but that it furthers the aevelopment of the 
useful arts and tecnnology. 

But I think if it is perceived that any special interest group or 
industry is able to obtain exceptions or special provisions in the 
patent law that will start a process of undermining public con- 
fidence in our patent system. 

I think your fourth hypothetical has some merit to it; that is, I 
believe in some circumstances indeed that could happen today. But 
the point is that under this new legislation there would, I think, 
clearly be a proliferation of use claims. Every patent attorney 
worth his salt will always add on a whole series of method of use 
and method of making claims even though the invention may be 
q^uite clearly just a new machine or a product, and that prolifera- 
tion of claims will make patents more difficult to interpret and 
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easier to assert in a wider variety of circumstances. So I see that 
that would be a problem today. I just feel that it would be worse 
if we automatically and without examination validated into the 
patents method-of-use and making claims. 

Mr. BOUCHER. Well, I would only offer this insight or thought, 
and that is, that I think we both agree that under the 
Pleuddemann decision your hypothetical probably would be action- 
able today. I think the reason it is not is that it is absurd. It is 
such an outlandish hypothetical that no one would attempt to as- 
sert a right in that sense because clearly that is not what the pat- 
ent law is designed to address. 

I would take the position that it would not be made worse under 
H.R. 1417 because clearly that remedy, if it could be enjoyed, could 
be enjoyed even at the present time. 

I think what it really comes down to is this. You tend to point, 
the three of you, to absence of cases of demonstrable harm. I would 
argue that EPO is a case of demonstrable harm, and there are 
probably others. It is hard to find full evidence of all of the cases 
where people simply have not sought a patent because they realize 
it is going to be denied in light of In re Durden. It is virtually im- 
possible to collect that kind of evidence. 

But I think the real harm isn't measured by that test. The real 
harm is measured by the chilling effect that this uncertainty in tJie 
law has on the willingness of biotech companies to make m£gor re- 
search and development investments. It is a research and develop- 
ment intensive industry. Enormous sums of money have to be 
spent at the outset in order to produce commercially acceptable 
products. And, given this uncertainty in the law, the real harm is 
the chilling effect that it has had on the willingness of companies 
to make that level of investment. 

That is why, Mr. Chairman, I think this subcommittee should act 
to address the problem as it exists and view favorably the provi- 
sions of H.R. 1417. 

My thanks, Mr. Chairman, to these witnesses for their testimony 
today. 

Mr. HUGHES. Thank you. Let me take you back, if I might, to 
your statement, Professor Chisum, that the Patent and Trademark 
Office could resolve this easily intemallv, either administratively or 
otherwise, by their interpretations, ana your suggestion that actu- 
ally by way of precedent the PTO should be looking at the earlier 
decision in the event of a conflict, not the later decision. That 
would suggest that they should be looking to Money, not to Durden. 
Is that basically what you are saying? 

Mr. CHISUM. That is correct. 
Mr. HUGHES. OK. 
Mr. CHISUM. If they perceive a conflict, the court of appeals has 

been very clear, they should follow the  
Mr. HUGHES. I know you indicated that you could only speculate 

as to why they haven't done that. Why don't you speculate for me? 
Mr. CHISUM. I shouldn't have said that. I should have said I can't 

even speculate. 
Mr. HUGHES. I would be interested in knowing, you know, why 

you think if they have this ability, and I have to believe that they 
nave the best of"^legal advice available to them, if they have an out 
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by just a matter of interpretation and by using precedent, which 
tney have used in the past, as you have indicated, when they find 
it convenient, why they haven't done so. 

Mr. CHISUM. Well, first of all, Mr. Chairman, I can't speak offi- 
cially on behalf of the AIPLA in that kind of speculation. 

Mr. HUGHES. We agree with that. 
Mr. CHISUM. But certainly if this were enacted, there is an eas- 

ing of some administrative burdens upon the Patent and Trade- 
mark Office. Certain types of claims would simply now not even 
have to be thought about. They would simply be rubber stamped. 
And so for a certain category of claims they would be relieved of 
the administrative burden and the expense. 

We are very sympathetic with the Patent and Trademark Office. 
We believe in a strong patent system. We believe in an effective ex- 
amination system and high quality patents, and we think there are 
other solutions to the problem. But one possible speculation may be 
that this is administratively easy to deal with, to administer. 

Mr. HUGHES. Mr. Marsh, what do you have to say about that? 
Mr. MARSH. Again, I am speculating. I am speculating on my 

personal behalf at this point. But I agree with Professor Chisum 
on this point. That it appears to the Patent and Trademark Office 
to be a very efficient way of handling these process claims without 
further examination. They can look at the starting material, decide 
that is patentable, and then any claims that just assert that as an 
element, whether they are in the same patent or in a divisional 
case, can get passed on through, in essence, leaving it for the 
courts. 

I think there is a great deal of momentum behind this bill, and 
its very broad ranging aspect is something that creates the momen- 
tum and encourages tne administration, I think. 

Mr. HUGHES. H.R. 1417 waives the nonobvious requirement for 
processes of making or using patentable products. The undesirable 
result flowing from the bill, as cited in your testimony, seems to 
arise from the "using" branch of the bill. 

Suppose the bill were limited to making processes, would that 
address the concern? Anybody? 

Mr. MARSH. I will respond to that. I don't believe that I see a 
major difference between the concepts of making or using. I think 
the issue relates to the patentability of the process in light of either 
the starting or the ending material, and I think they should be ad- 
dressed somewhat similarly. My concern would be, if we perceive 
Durden in its very, very narrow holding to be a problem, that we 
need to somehow merely excise the reliance on Durden in that nar- 
row holding and applying it in cases where it doesn't apply. I think 
that is what we need, rather than an extremely broad ranging bill 
such as H.R. 1417. 

And I do not advocate doing this merely for the biotech or any 
other particular industry. But I believe what we need to do is use 
a scalpel in dealing with this problem, rather than using a sledge- 
hammer where we don't know what the results will be. 

Mr. HUGHES. HOW would we fix it? I mean, you have got to con- 
cede there is a problem. There is a problem. I mean, your remedy 
is a little different than is proposed in the bill. Your remedy is they 
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can fix it, you know, within the agency. All they have to do is ad- 
ministratively decide to fix it. 

Work under the assumption that they are not prepared to do 
that. How would we fix it? How can we do that, then, surgically, 
as opposed to using a sledgehammer, as you suggest? 

Mr. MARSH. We nave explored in IPO and otner groups methods 
of doing this. Unfortunately, as we come up with a process or a 
way of doing it, we raise other problems, downstream problems 
that we say we need to back away fi"om at this particular point in 
time. 

One suggestion has been the 271(g) route to address the particu- 
lar problem that is coming up here. I have some problems with 
that myself, because what we are doing is extending protection be- 
yond a gap of defined examined process claims if we follow that 
suggestion. I would prefer, personally, to see if there are going to 
be amendments, sund if Congress feels the need to direct action by 
the agency now, that they direct it not to relv on Durden. That 
they remove that particular holding, rather than taking a very, 
very broad, new approach to the problem. 

Mr. HUGHES. I am going to have to interrupt you because I have 
got about 4 minutes to catch that vote. I do have some other ques- 
tions and I would rather, I think, come back. 

We will stand in recess for about 10 minutes. 
[Recess.] 
Mr. HUGHES. The subcommittee will come to order. 
Let me take you back, if I might, to your suggestion and testi- 

mony that pro could internally resolve any problems. I think we 
left off by my asking what are the alternatives. Suppose PTO, 
which is their right, decides they don't want to do that for one rea- 
son or another, regardless of what you might speculate is the rea- 
son. We have a responsibility to ensure that we have a balanced 
system and that the creators of property of all kinds, whether bio- 
technology or whatever, are assured that their property rights are 
protecteafor a limited term. What is Congjress to do? When does 
Congress step in? 

Mr. MARSH. Mr. Hughes, right before the break you had asked 
me how I would surgically address this problem, and then we took 
the break. I feel that if the PTO is not going to properly address 
the situation I think it is the role of Congress then to specifically 
direct them to handle it in a balanced manner. 

There were suggestions about amending 271(g) to take care of 
the importation problems. 

Mr. HUGHES. Which you don't like. 
Mr. MARSH. I don't like tliat. This is not an IPO position that I 

am going to suggest. This is a personal position, but I think it was 
picked up in someone else's statement, that it was suggested. And 
that is that section 103, in fact, be amended to overrule the Durden 
decision by incorporating essentially the language out of the Dillon 
decision that said Durden was not applicable. I would suggest that 
if this or similar—it has to be fine tuned. We have to be very care- 
fiil about what we do. But I would prefer to amend 103 to say a 
process or method claim wherein an essential element is a composi- 
tion of matter otherwise patentable to the applicant shall not be 
deemed to be unpatentable merely because tne claim reads "on a 
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known process or combination of steps but shall be examined as a 
whole," giving consideration to the specific nature of the process or 
method and the fact that new or otherwise patentable materials 
are used or result from the process or method. 

I think that clearly would overturn the Burden decision, and I 
think it codifies the basic premise of our patent laws which is that 
we reward patent claims that are carefully examined and deter- 
mined to be patentable and to be clear and unambiguous and defin- 
able after we have determined that there is an invention that they 
relate to. I think that this t^e of an amendment, and again, it is 
imprecise, and I don't think it has seen the type of careful consider- 
ation by industry, by the bar, or by others, out I think it is one 
approach that could be taken that directly attacks the 
misapplication of Durden by the Patent and Trademark Office 
without changing drastically the law. And I would prefer to do it 
that way, myself. 

Mr. HUGHES. Mr. Weilacher, I know that this is going to be un- 
fair because you probably haven't examined this. But what is your 
initial reaction to this? 

Mr. WEILACHER. Well, Mr. Chairman, I can't speak for ABA Pat- 
ent Section because we only have limited blanket authority. 

Mr. HUGHES. I understand. No, I want your personal reaction to 
it 

Mr. WEILACHER. I think that from what I have heard it does 
sound like an interesting approach to take because of the problems 
that we see with granting unexamined process claims just auto- 
matically. I think this focuses the examiner back on his role, which 
is to examine in accordance with the court decisions. And I think 
that this language or language which would give him some guide- 
lines to examine his patent applications consistent with what the 
courts have said, it would be helpful for the examiner. 

Mr. HUGHES. Professor Chisum. 
Mr. CHISUM. Well, first, to start with, Mr. Chairman, I, with all 

due respect, do not believe there is a serious problem here in need 
of a solution. I am also a strong believer in not having legislation 
if it is not shown to be needed, particularly in the patent field. 

Mr. HUGHES. Professor, we do that all the time. 
[Laughter.] 
Mr. CHISUM. I can just state my view, Mr. Chairman. 
But, in the patent system there may be peculiar problems. There 

is a great deal at stake. The commercial interests are great. And 
every time there is a new patent statute or new legislation or even 
new administrative rules, there is a ripple effect through the pri- 
vate sector. Legal opinions are given. I wish I had 10 cents on the 
dollar for every legal expense that was occurred as a result of 
something like the Process Patent Act. So there is always an ex- 
pense from legislation, even if it is viewed as a necessary cure to 
some slight problem. 

For example, to use an analogy, if you have a slight fever that 
is bothering you a bit and will probably be over in 2 days, you don't 
take an antibiotic that will make your whole body ache for 3 weeks. 
The solution is way out of joint. 

Mr. HUGHES. Let me rephrase the question. Let's work on the as- 
sumption that no fix is needed. Let me ask you if you will share 
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with me and the committee the impact that the language advanced 
by Mr. Marsh would have upon patent law? 

Take your time. I realize it is kind of lengthy. 
Mr. CHISUM. Well, I am not sure it would nave a great impact. 

Because I am not sure it is that far off of what the current law is. 
But it would certainly have an immediate impact for people who 
would have to read it and figure out what it meant. I realize that 
may sound like a slight point. 

Mr. HUGHES. It might be the lawyers' full employment bill of 
1991? 

Mr. CHISUM. That is correct. That is correct. So, if it is really not 
needed and really does restate the law, and we don't have a serious 
problem, as I believe we do not, the burden case has been blown 
out of proportion by proponents of this legislation, then why do we 
need a simple statement which on first reading seems close to re- 
flecting what we believe to be the law. 

Mr. HUGHES. All right. Any member of the panel, are you aware 
of any other industry other than biotechnology where products are 
imported from abroad that are made by a process which uses a ma- 
terial patented in this country? 

Mr. Marsh. 
Mr. MARSH. Yes, I am. In the instance of cases where it may not 

be a composition or a biotech composition. It may be equipment. It 
may be a catalyst, and so forth. That is one of the—I mean, my 
company is affected directly by that, and that is one of the prices 
we pay for our patent system and our decisions over what to patent 
in foreign countries. 

Mr. HUGHES. Professor Chisum. 
Mr. CHISUM. It is my understanding the proposal is to bar impor- 

tation into the United States of unpatented products that are made 
by—what?—machines or compositions of matter abroad? That 
would be one more step, extending the philosophy of the process 
patent legislation. I think when one gets into the area of the inter- 
national impact of patent legislation at some point vou have to 
draw a line. I think in our statement we point out that at some 
point we have to look to reciprocity and look to persuading other 
countries to provide adequate patent protection within their bor- 
ders. I think there is only so far you can go in tracing back in time 
patent rights and extending them indirectly abroad. 

So my personal view would be that we should very carefully con- 
sider the international trade implications and other aspects of ex- 
tending our patent systems that far. 

Mr. HuGPlES. Do you know offhand when the patent application 
was filed for Amgen whether they applied for a process patent? 

Mr. CHISUM. DO I, personally? 
Mr. HUGHES. Yes. 
Mr. CHISUM. I believe they did. I believe, and this is just by 

memory. I had one occasion, and I don't remember what the occa- 
sion was, I was aware, and maybe it is described in the Amgen v. 
Chugai litigation, that indeed Amgen did have claims, method-of- 
use-type claims using the host cells to produce EPO. They were I 
think initially reiected. I don't believe they were finally rejected 
and are subjectea to even appeals. A patent was issued. But there 
are well-recognized procedures to continue to seek those claims, 
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and it is our understanding that indeed claims to methods of using 
host cells have been allowed to Amgen. They have not issued be- 
cause of a pending interference over who was the first inventor. 
But the method of use claims were sought and they have been al- 
lowed by the Patent Office. 

Mr. HUGHES. What, in your judgment, Mr. Weilacher—or Mr. 
Marsh—is the holding of Pieuddemann? 

Mr. WEILACHER. I think it says that method of using a novel 
composition are patentable. I was glad to hear the Commissioner 
say that he wants to follow decisions of the court of appeals be- 
cause I think that some of the examiners at least are not following 
that decision, and I think if they would follow that decision at least 
some of these problems could be overcome. And I think if they were 
looking at the Durden decision and reading the Burden decision 
carefully they would see that it was a very, very narrow holding. 
I think a part of the problem is that the Patent Office is using 
Durden broadly and ignoring Pleuddemann. 

Mr. HUGHES. All right. Well, thank you very much. 
I have some additional questions, but, unfortunately, I need to go 

to the floor. I would like to, if I might, direct some additional writ- 
ten questions to you, reserve that nght, and the record will remain 
open for purposes of securing responses. Would 2 weeks be suffi- 
cient time? 

[A chorus of yes.] 
[The information appears in the appendixes.] 
Mr. HUGHES. Thank you very much. 
The panel has been very helpful. We thank you. And that con- 

cludes the hearing for today and the subcommittee stands ad- 
journed. 

rWhereupon, at 1:50 p.m., the subcommittee adjourned, to 
reconvene subject to the call of the Chair.] 
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APPENDIX 1.—SERIES OF LETTEBS (1-24) FROM NUMEROUS UNIVERSITIES 
ENDORSING HJl 1417, Sumnrra) BY THE HON. RICK BOUCHER 

Msm uMveanv Of lew jEiKv 
Letter  1 RUTGERS 

nSwdSfw MV^ BnJVWHnCK * flMif JSnvy UOWM 

Imw 6. 1991 

Tlie HoDonbte Rick Boucher 
The Honorable Carlo* J. Moottiead 
405 Cannon House Office Building 
Waihinglon. D.C. 205 IS 

Dear Congressmen Boucher and Moorhead: 

Riiigen, The State University of New Jersey 
wdeomet this oppoitunity to oooinwH on HR 1417 and S 654, which wtxild amend Title 35 of 
the U.S. code with respect to patents on ceitain procetsei. 

Rmgers is of the opinion that this legislation 
wouU correct cnrrem law which enables foreign maoubcturers to export to the U.S. without 
license products of biotechnology that are fobricated using parts or processes patented in the 
U.S.  If diose same products were pnxluced in the U.S. rather than elsewhere, the American 
manu&cturer wotdd have to be licensed or be charged with infringanent.  The proposed bill 
will grant jurisdiction to the International Trade Commiuioo to exclude foreign products made 
using parts or processes patented in the U.S., closing die loophole through which foreign 
competitors are able to market in the U.S. products that infringe American biotechnology 
patents. 

Moreover, by overculbig In re Durden. which ii 
cited frequently for denial of process patents, and by permitting product-by-process claims for 
items made using novel recombinant materials, HR 1417 and S 654 wfll encourage innovation 
in biocechnology by diminishing concern of inventors and investors about patent protection. 
HR 1417 and S 654 will stimulate conversion of discoveries to process patents by universities, 
and it will provide the U.S. biotechnology industry opportunity to compete as an equal with its 
Japanese and European competitors.  Moreover, as presently constituted, die benefits of 
HR 1417 and S 654 would not be limited to innovation in biotechnology but would accrue to 
all proceu-relaled inventions. 

(137) 
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The proposed legislation addresses questions of 
special interest to Rutgen, which has a record of support of legislation protective of intellectual 
property in general, and of univenity/industry interactions in particular.  HR 1417 and S 6S4 
will help perpetuate U.S. preeminence in biotechnology and related fields that offer promise for 
solution of many of the world's problems, including pollution, disease, energy, and hunger. 

Francis L. Lawrence 
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Letter  2 

ThePnsHtnt 

June 14,   1991 

Congressnan Rick Bouchor 
405 Cannon Rouse Office Building 
Washington, OC 20515-4609 

Dear Congressnan Boucher: 

Thank you for providing an opportunity to comment on your 
Bill, H.R. 1417, the "Biotechnology Patent Protection Act of 
1991".  We are pleased to support your efforts to bring the U.S. 
Patent laws into alignment with the patent laws of other nations 
and to provide an environment conducive to the most effective 
development of new technology.  Not only will this benefit 
existing Industry but it will also promote the development of 
new, start-up businesses in the United States. 

Brown University believes strongly in its responsibility to 
bring the scientific discoveries of its faculty and researchers 
into the broadest possible use for the benefit of the general 
public.  We recognize that an essential component of the 
commercialization process is a strong patent position which will 
allow companies licensed by Brown, 2tnd other universities, to 
make the substantial Investments needed to bring a new product to 
market.  In the emerging business of biotechnology and the 
medical applications of biotechnology these concerns are 
particularly important.  We believe that your Bill will enhance 
the transfer of technology into the market place, contribute to 
the growth of U.S. industry, and, in general, improve the 
economy. 

your leadership on this issue is to be congratulated. 

Sincerely, 

\IJL 
Vartan Gregorian 
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Lccctr  3 

Juna IS. 1991 

Th« Honorable Rick Boucher 
U.S HouM ot Repreumativat 
405 Canrwn House Oftic* Building 
Wasnington, DC.    20515 

Dear CongreMman Boucher 

Thank you lor atlording me the opportunity to share my views rsgartling H.R. 3957. the 
Biotechnology Patent Protection Act.  Wayne Stale Universrty is a supporter of this 
measure    Frtxn a national perspective, the bill is important as Biotechnology is one of 
only a handful of key. emerging industnes in which the U.S. holds a dear, competitive 
advantage. 

From a more parochial parspectme. it is very important for institutions such as WSU to 
have strong patent protection   A significant percentage of the invention discjosurss 
from Unnrersity research are based on the new biok>gical technok>gies.    Stronger 
patent prtMection wouk) increase the potential value of University assets. 

Based on the atiove-mentioned reasons. I wouk) like lo again reiterate my support for 
your legislation.   If ever I can be of assistance, please don't hesitate to call. 

Sinceraly, 

^—^<^x-<^^ 
Ganatt T. Habarlaln. Ph.D. 
Vice President for Research 
and Dean of the Graduate School 
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The Untveraity of T«xaa 
Hcaltti 5cl«nc« Canter at Houcton 

Letter  4 • -   . 

Thomas F. Bufks. PhX. Z' PO. Btn 20036 
EMCUOM Vtca Pr—idfH » Hounon. Taxu 77225 
Olfio* of HMMfCft and Acadanuc AKiin (713)782-4075 

May  21,   1991 

Tha Honorabla Rick Boucher 
Chairman 
Subcoaoaittee on Science 
Conalt^ee on Science, Space and 

Technology 
400 Cannon House Office Building 
U.S. House of Representatives 
Washington, D.C. 20515 

RE:  H.R. 3957, the Biotechnology 
Patent Protection Act of 1990 

Dear Chairvan Boucher: 

The tTniversity of Texas Health Science Center at Houston is 
engaged in research activities that enconpass the field of 
biotechnology as well as other divarae fields in the sedical 
sciences. One of the goals of the Health Science Center is to 
transfer the inventions generated froa our research to the piiblic 
as quickly and as econosically as possible. 

In furtherance of thia goal the Health Science Center supports 
strong intellectual property law protection for innovations in all 
areas of science including biotechnology. H.R. 3957 would close a 
loophole in the trade law that currently permits unfair importation 
of biotechnology-derived products. We support extending the 
International Trade Commission's jurisdiction to protect a patent 
owner's rights against importation of an identical drug that is 
produced in a foreign country. It is a disincentive to American 
c(»f>anles to allow foreign competitors legally to export to the 
U.S. biotechnology products utilizing components patented in the 
O.S., when those products, if produced in the U.S., would 
constitute patent infringement. 

University-based inventions are licensed to U.S. corporations, 
who in turn expend largs sums of capital bringing the invention to 
the marketplace. If these corporations do not have adaquats patent 
protection in the biotechnology field they will not be willing to 
invest the capital and time required to bring the biotechnology 
products to the marketplace. Thus the American public will not 
benefit from these university-based inventions. 

OlcusMrdkal Center 



142 

Th« Honorable Rick Boucher May 21, 1991 

It Is our belief that this legislation Is in the best Interest 
of university-based science, the biotechnology industry, and the 
public at large. The University of Texas Health Science Center at 
Houston supports the passage of H.R. 3975, the Biotechnology Patent 
Protection Act of 1990. 

Thonas F. Burks, Ph.D. 
'Executive Vice President 
Research and Academic Affairs 

JS/sf 

xc:  M. David Low, M.D., Ph.D. 



143 

Letter   5 ALuamiMtTUMrrasm 

VIRGINIA   POLYTECHNIC   INSTITUTE  AND  STATE  UNIVERSITY 

GRiaorTHEnuBIDCNT (n» 2M-4ni 

May 22. 1991 

.?:.V 
Congfcuman Rick  Boucher 
Congrusnun Carlos J. Moorhead 
Memberi of Congress 
Congress of the United Slates 
House  of Represenutives 
Washington. D.C.    20SIS 

Dear Congressmen Boucher & Moorhead: 

Thanic  you  for informing me of your continuing efforts to strengthen 
our capabilities r   develop and support new technologies.    Your bill to 
modernize  patent   aws  to  support  such  development  is  welcomed  by 
Virginia Tech.    Currently we receive nearly 100 intellectual properties 
disclosures yearly and pursue patent protection on a large number of these 
properties. 

A number of small companies have developed near the university 
and several of these involve biotechnology processes.    We also license 
some of our inventions to larger U.S. firms. 

It is obviously to the university's advantage to have a legal 
atmosphere that  protects our  industry  partners  from unfair or 
inappropriate competition on  the international  market  - both  at home  and 
elsewhere.    Your bill addresses several of the key elements in this area 
and  we  suppon  your continued  strong leadership. 

Thank you both for your cfTorts and recognition of our needs. 

Sincerely, 

Ut^^f-^-/^ 

JDM/gsw 



144 

IF ^^M ^ ^ Ottice 01 me Cnanceita 

UNiVERSrrv OF MISSOURI-aXJUMeiA iMcxontiai'ianua; 
Lcccer ( 

May 15.1991 

TTia Honorable Rick Boucher 
The Honorable Carlos J. Moortiead 
The United Stales 
House of Representatives 
405 Cannon House Office Building 
Washington. DC   20515 

Dear Representatives Boucher and Moortwad: 

I am happy to comment on H.R. 1417. the 'Biotechnology Patent Protection Act 
of 1091 .* which you arxt your colleagues have recently intioduced. Although bnef. this 
proposed amendment focuses on an important issue of current patent policy and, if 
enacted, vnould promote further development of U.S. biotechnology. We are pleased to 
give it our stfOfig support. 

In our view, the pippossd legislation would protect more effectivsly the entire 
inventive effort. from starting matenal to final product, and would create additional 
incentive for investigators and Industry to exploit biotschnological breakthroughs for the 
benefit of society. 

In supporting this legislation, we join our colleagues in the Amencan Associate of 
Universities, the American Council on Education, and the National Association of Slate- 
UnhtersiUss and Land-grant Colleges. 

Sincerely, 

<=M.- 
Haskell Monroe 
Chancellor 

HMwk 
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Letter  7 ^tmm 

LNCCHARIOTTE 
TTie Univenity of North CaroUiu at Ouflotte 

Charlotte. N.C. 2S223 

Othct of the Chancellor 
704/547-2201 

Nay 14, I99I 

The Honorable Rick Boucher 
House of Representatives 
405 Cannon Office Building 
Washington. 0. C. 20515 

Dear Congressman Boucher: 

Thank you for your letter of April 29, Inviting The University of North 
Carolina at Charlotte to coanient on H.R. 3957, the 'Biotechnology Patent 
Protection Act of 1990.' I write In strong support of that bill. 

The University endorses the specific points nade by Sheldon E. Stelnbach, 
Vice President and General Counsel of the American Council on Education, in his 
April 4, 1990, letter to Chairman Kastenmeier and enclosed in your letter of 
April 29. Our experience at The University of North Carolina at Charlotte is a 
clear demonstration of the soundness and accuracy of Hr. Stelnbach's arguments. 

The University of North Carolina at Charlotte is a public comprehensive 
University with approximately 14,000 students. The University has strong 
undergraduate and graduate programs in engineering and the sciences. For the 
last decade our annual research budget has been doubling, generally, every three 
to four years and our current research budget is well over S6 million. During 
the present fiscal year, thanks to a very active faculty in engineering and the 
sciences, the University secured its first three United States patents, and Is 
actively pursuing interest In the private sector in finding commercial 
applications for those patents and a number of other inventions not yet patented. 
Thus in a relatively short time compared to other universities, we have gained 
a great deal of experience In marketing and licensing University inventions. 
That experience tells us that without strong patent protection for university 
inventions, it is extremely difficult, if not impossible, to Interest private 
entities having appropriate manufacturing, production and marketing capabilities 
in commercializing our Inventions. 
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The Honorable Rick Boucher 
Nay 14, 1991 
Page 2 

Obviously, current 1awe11a1nates the Incentive of such coawrclal entitles 
to develop certain biotechnology products. We believe that strengthened patent 
protection for Inventions In the biotechnology field will greatly assist this 
University and all other universities in obtaining coMwrclal interest In 
university Inventions, and will thus help the public to benefit fro* the results 
of University research. Based on our experience, tm  support H.R. 3957. 

Sincerely, 

J. H. Woodward 
Chancellor 

JHW/be 

Mr. Sheldon E. Steinbach 
taerican Council on Education 
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T    »...   «   Q        AUBURN UNIVERSITY AT MONTGOMERY Letter o 
Office of the Chancellor 

Nay 13,   1991 

The Honorable Rick Boucher 
0. S. Bouse of Representatives 
405 Cannon House Office Building 
Nashington, DC  20S1S 

The Honorable Carlos J. Noorhead 
0. S. House of Representatives 
2346 Rayburn House Office Building 
Nashington, DC 20S1S 

Dear Congressmen Boucher and Hoorhead: 

Your letter of April 29, 1991, concerning H.R. 3957, the 
Biotechnology Patent Protection Act of 1990, was appreciated. 
After reviewing a synopsis of the bill, the letter from Sheldon E. 
Steinbach of the American Council on Education, and realizing 
that the bill is supported by three other important education 
associations, I am in favor of passage of this bill. It is 
apparently in the best long-range interest of higher education 
for such legislation to be enacted. 

If I can provide further information regarding this matter, 
feel free to contact me. 

Sincerely, 

James 0. Williams 
Chancellor 

JOW:sc 

cc:     Dr.  Jeunes T.  Kenny 

7100 UntygftHv Otnt    MofttnomgTY. Atobamj 36117-35% 
lIOSI 244-3U2    ATTNM 2«)-3t02    lAX I20SI 244-37(2 
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Letter 9 
UNIVERSITY 
OF KENTUCKY OiHc of ih. Pmid.n 

IM AdmiMHntion Bwildir 
UiuvOTitty oi Kcntuck 

Uxmiion. Kmudv «»(M-0(U 
Mft-2571701: FAX «0»>2S7-17e 

Nay  23.   1991 

Tta« Honorabl* lick louehsr. ChalrvAn 
Subcoaaltt** on Sel«DC» 
C«mtt«« on Scianc*. Spac* and Tacbnology 
Monaa of lapraaantatlvaa 
405 Cannon Houaa Offlca Building 
Haabington. D.C. 20315 

la:  •lotactmologr fatant Protaction Act of 1990 

Daar Cbalraan •ovchar: 

I am writing in anpport o< tha Biotaclmology Patant Protaction Act. 
Aa praaidant of a tmivaralty iritb biotachnology ralatad raaaarcb 
prograaa, Z faal that tha Biotachnology Patant Protaction Act will 
banafit both tha Unlvaraity of Xantucky. tha broadar raaaarch 
univaraity coaaunity and aociaty. 

Aa waa polntad out in tha Amarican Council on Education's atatasant 
ralating to R.B. 39S7. tha Biotachnology Patant Protaction Act of 
1990. unlvarsitiaa ara not organizad to aanufactura. produca or 
•arlcat patantabla invantiona.  Howavar. adaquata patant protaction 
aaiiata onivaraitiaa In attracting industrial sponaora willing to 
invaat aubatantlal raaonrcaa In bringing aarly ataga biotachnology 
froB tha unlvaraity aatting to tha sarkat. whara thoaa biotachnology 
products can baoaflt tha public.  Convaraaly, without adaquata 
patant protaction coapanlaa ara lasa likaly to invaat capital In 
bringing univaraltv invantiona to sarkat and sociaty is daniad tha 
banaCits of thoaa producta. 

'X appraciata this opportunity to aupport tha Biotachnology Patant 
Protaction Act. 

Vary truly youra. 

CbVFlas T 
Prasidant 

CTM/bpi 
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Letter   10 [[SB 
Oklahoma State University   /    .'oTv^^Xu^n^ST'*'""' 

OFna Of TH£ PMSiOENT 

May 23, 1991 

<os-?*Mias (Ma 

The Honorable Rick Boucher 
U. S. House of Representatives 
403 Cannon House Office Building 
Washington, D. C.   2031? 

Dear Representative Boucher: 

Re:  H. R.  3957, the Biotechnology 
Patent Protection Act of 1990 

Please be assured that Oklahoma State University is committed to excellence in 
the classroom and in the laboratory. The quality of life we enjoy and seek to leave as a 
legacy is based on the creativity and ingenuity of this nation's scientists, and on the 
ability of business and industry to successfully market and commercialize new 
inventions. If our nation is to remain a business and economic leader, it is imperative 
that we maximize the use of all available resources — both human and industrial. 

I strongly support the H.R. 3937 legislation introduced by you, Representative 
Moorhead, and Senators DeConcini and Hatch, which will change the patent law to 
minimize unfair foreign competition and to broaden protection for patented production 
processes. This legislation will serve as an incentive for scientists associated with the 
academe, as well as greatly benefit the short- and long-term interest of business and 
industry. 

Thank you for sponsoring this important legislation. 

Sincerely, 

^^-^^' 
3ohn R. Campbell 
President 

Dr. Tom Collins 
Dr. Norman Durham 
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Letter   11 

TEXAS A&M UNIVERSITY 
COILECE STATION   TTXAS ?7»43-124a 

24 May 1991 

The Hononblc Rich Boucher 
House of Represenotivea 
Wuhiniton, D.C. 20S1S 

DevMr. 

We tppnciate your April 29, 1991 letter to WlUiaffl H. Mobley, Pioident. Tens MM 
Uoivenily. soliciiini our viewi on H.R. 39S7, *A Bill to Amend Tiile 33, U.S. Code, with 
Ropect lo Paicnu on Certiin Piocessei.* 

We note (be endonemem of the Legislaiian provided by the Ameficu Council on 
Education and we concur with Sheldon Steinbach's commenu in his letter to Comminee 
Chairman Kastenmeser. In addition, however, our more immediate interests in the success of 
die Bill are sdmulaled by the fact that Texas A&M has a number of intellectual ptopetties 
covered by both prtxJuct and proceu biotechnology patents, which the bill would protect fram 
un^r foreign competition by Japanese and European drug companies. 

We strongly suppoit H.R. 3937 and urge you to secure enactment of the bill. 

E. Deant 
Pitivost and Vice President 
liar Academic Affairs 
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TEXAS TECH UNIVERSITY 
TEXAS TECH UNIVERSITY HEALTH SCIENCES CENTER 
office of the President 

lubbock.TX79«»2013 
(806)742 2121 
not (806) 742 2138 

Letter  12 
May 30, 1991 

The Honorable Rick Boucher 
Chairman 
Subcommittee on Science 
Committee on Science, Space and Technology 
400 Caimon House Office Building 
U. S. House of Representatives 
Washington, D.C 20515 

RE:    H.R. 3957, the Biotechnology 
Patent Protection Act of 1990 

Dear Chairman Boucher: 

Texas Tech University is engaged in research that encompmsses 
biotechnology as well as other diverse fields in the sciences and engineering. 
One of the goals of the University is to transfer the technology generated 
from our research to the public sector as quickly and as economically as 
possible. 

In furtherance of this goal, Texas Tech University supports strong 
intellectual property law protection for inventions in all areas of science 
including biotechnology.  H.R. 3957 would close a loophole in the trade law 
that currently permits unfair importation of certain biotechnology-derived 
products. We support extending the International Trade Commission's 
jurisdiction so it can protect a patent owner's rights against importation of an 
identical product that is produced in a foreign country.  It is a disincentive to 
American companies to allow foreign competitors to legally export to this 
country biotechnology products which utilize components patented in the 
U.S., when those same products, if produced in the U.S., would constitute 
patent infringement. 

AffimuUH'e Aaion Irutttutiom 
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The Honorable Rick Boucher 
May 30, 1991 
Page 2 

University-based inventions are licensed to U.S. corporations, who in 
turn expend large suim of capital bringing the invention to the marketplace. 
If these corporations do not have adequate patent protection in the 
biotechnology field they will not be willing to invest the capital and time 
required to bring the biotechnology products to the marketplace. Thus, 
neither the University nor the American public will benefit from these 
university-based im/entions. 

It is our belief that this legislation is in the best interest of university- 
based science, the biotechnology industry, and the public at large.  For this 
reason, Texas Tech University supports the passage of H.R. 3975, the 
Biotechnology Patent Protection Act of 1990. 

Sincerely, 



Letter  13 

UmVERSTTY OF FlX>RXI>A. 

Jo— V.LOM»A«« „,y    3J        ^gg, 

The Honorable Carlos J. Moorhead 
Heniber of Congress 
The Honorable Rick Boucher 
Member of Congress 
United States House of Representatives 
405 Cannon House Office Building 
Washington. D.C. 205)5 

Dear Mr. Moorhead and Mr. Boucher: 

As a ciajor research university with a strong Interest In technology 
transfer, the University of Florida Is supportive of all measures to 
strengthen the United States patent system. The Biotechnology Patent 
Protection Act of 1991 will close a loophole In the trade law that 
currently permits unfair Importation of biotechnology-derived products. 
Currently, if a company cannot produce a drug In the United States because 
someone else holds a patent on the technology, the company can move the 
production offshore and then legally import It. The legislation's bene- 
fits would primarily assist biotechnology patents, but the benefits would 
accrue to all process-related inventions. Therefore, the University of 
Florida supports the proposed legislation. 

We are also concerned about the rising cost to flic and prosecute 
documents within the United States Patent and Trademark Office. Recently, 
all fees increased over 50%. Although such increases may be affordable to 
large Industry, Increases dramatically affect single inventors, small 
businesses, and universities. We understand there Is continued discussion 
to increase these fees again. As you know, encouraging universities to 
patent and license the Inventions resulting from federally-sponsored re- 
;eir:h f: o positive federal policy  Rilslrg the p.itcnt fee; of r)ot-*c— 
profit institutions, such as universities, would work against this policy. 

We appreciate the opportunity to comment on proposed legislation 
affecting universities and technology transfer. 

Sincerely yours. 

cc: Or. Donald R. Price 

•s« Tto«KT BAU. GAiirasvmiA FUMonA. oaoii eo«-oBS-iaii 
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Letter  14 ••V-.fi^   /I'v 

THE  UNIVEHSITY OF WYOMING 
LABAMIE. WYOMING MOTl 

OmCC Of THE PUSlUUfT 
iWn TM41II 

May 31, 1991 

The Honorable Rick Boucher 
U.S. House of Reprceentatives 
405 Cannon Houae Office Building 
Washlngcon. DC 20515 

Dear Repreaencaclva Boucher: 

Thank you very nuch for your letter of April 29 with Representative 
Hoorhead concerning you recently Introduced "Biotechnology Patent Protection 
Act of 1991', H.R. 1417.  Thank you also for providing Be with a copy of the 
Bill aa Introduced on March 13, 1991 by you and Representative Hoorhead. 

The University of Uyomlng Is strongly supportive of H.R. 1417.  Ue 
believe that your Bill will serve to protect the vital interests of the 
biochealcal, aolecular biological, and biotechnology segsents of Anerican 
universities as well aa the legitinate Interests of Aaerican corporations and 
Afflerlcan consvaaers. 

I will shortly draft a letter to Representative Cralg Thoaaa (R-Vy) 
urging his support for H.R. 1417. 

Sincerely,  / y1 

Roark 
President 
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CASE    WESTERN    RESERVE   UNIVERSITY    •    CLEVELAND.   OHIO    «410v 

Letter   15 

Kay 30, 1991 

The Honorable Rick Boucher 
The Honorable Carloe J. Hoorhead 
Members of Congress 
House of Representatives 
Washington, D.C.  20S1S 

Dear Messrs. Boucher and Moorhead: 

I appreciated very nuch your keeping us Informed 
of your significant efforts In the patent field.  It Is 
helpful to us to be aware of congressional deliberations 
on this subject.  Case Western Reserve University Is a 
research Intensive Institution, actively engaged In 
seeking patents and caenerclailrlng research.  In 
particular, we axe active in blotwdlcal research, being 
a naaiber both of Ohio's Bdlson Biotechnology Center 
(with several hospitals) in Cleveland, and the AniSKl 
Biotechnology Center In Athens, Ohio. 

Your general focus of strengthening patent law 
is helpful to our efforts of bringing the benefits of 
university technology to Industry and the public.  He 
support that focus.  Clearly, you are addressing the 
priority issues in this field. 

Please call on us If «• can ever provide detailed 
taatinony or background Inforaation. 

Sincerely, 

Agakr Pytte   /    ^~ 
President 

APigt 

Offic* of the Prcf id«n( 
Adellxn Holl. Room 2] 
2040 Adelbtrl Rood 
I2iei MtnU 



166 

THE UNIVERSITY OF TEXAS SYSTEM 
M>l COLORADO SniEET   AUSTIN. TEXAS 71701 

Letter  16 

)une  7     1<jqi OtpctcfihrChanrrllar 
June   /.   19S1 (SI2I499-4200 

The Honorable R1ck Boucher 
U.S. House of Representatives 
405 Cannon House Office Building 
Washington, O.C. 20515 

Dear Congressman Boucher: 

I am sorry for the delay in responding to your April 29, 1991. 
letter soliciting views on legislation you have Introduced to improve 
the Nation's patent system. Your letter was not received in my office 
until Hay 14, 1991. I Imnedlately asked the General Counsel of The 
University of Texas System to review your bill. His reconmendatlon, 
which I endorse. Is to support HR 1417 (and S 654). 

He agree that the bill w111 modernize the patent laws In a manner 
that win facilitate the development of the biotechnology Industry. 
However, we also believe that the bill will provide a fundamental and 
necessary change to Insure that protection Is available for both products 
and processes In appropriate circumstances. 

The University of Texas System Is composed of eight general academic 
Institutions and six health related components. Research and protection 
of the fruits thereof obviously are of major importance to all of our 
component institutions, and HR 1417 is directly relevant to our 
protection efforts. Not only do we encourage passage of this bill, 
we also solicit your support In assuring that university research Is 
provided an exemption from patent infringement In the event that 
legislation is enacted similar to the Patent Remedy Clarification 
Act (seeking to eliminate states' sovereign immunity from patent 
infringement) which was introduced in the last Congressional session 
but was not passed. We believe that such an exemption Is crucial 
in precluding potentially harassing patent litigation that would 
stymie research in the university coimiunity. 

With best wishes. 

Sincerely. 

W/UIAHUA^ 
Hans Hark 
Chancellor 

HM:bb 
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Umversity ^^^^^^ ,, 
Delaware 

H»r 30,   1«91 

TlM RcaarsbU lick Beuebar 
Tb* Bonorabl* Carlo* J. Moorhud 
MS Cannon HOUM Ofttea lulUiai 
Uaablngcon,  DC    20515 

Daar tapraaaatatlraa Beuekar aad Hoartaadi 

Tbaak rou for tha Intonation on Bt UW,  tb* UotadnoletT Pacwc 
rrotactlon Act of 1«91.    Ha ban araalnad tbla bill U light of cba Unlvaralt; 
of Dalaaara'a patant activity and conclvida that Itj anactaant vculd 
aubatantlally l^r<na th* Italtad Stataa patant lyataa.    Cartaln UnlvaraltT 
caaaa >«>ulil eartalnly dlraetly banaflt froa thla I  i il   to Sactlon 103. 
Tltl* IJ.     In via* of tha chan|lnt wirld aarkat of tha 1990a, t>a alao aaa a 
groat aarantaia to brlnglnf out patant lav Uto coofor^uca vlth that of 
luropa and Japan. 

^la latiaUtloa la claarly a pealtlv* atap In laprovlng our capability 
to coapata In tachnologtcal Inooratlan,  aad DO ar* happy to of far our 

of thla bill. 

lick,  I hopa that yon ar* «aU.    I as plaaaad that yon ra^ln Intaraatad 
In hlghar adKatlcn, aa I taaaakar In tha aaat poaitlo tana yon aaalatanca 
and covnaal during ay taaara at Virginia Taeh. 

Slacarmly, 

^R£Udi<4*ii^ 
DMVld   P.   lOMlU 

•   •« lOUAV 0»#0**UMlT 

64-783 - 93 - 6 
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Letter 18 HARVARD   UNIVERSITY 
OmCZ FOK TECHNOLOGY AND TIAOEMAUC UONSINC 

June   II,  1991 

The  Honorable Rick Boucher 
The Honorable Carlos J. Moorhead 
Members  of Congress 
House   of  Representatives 
Washington. D.C. 20515 

Dear Congressmen Boucher and Moorhead: 

I am writing  in reply to your request for comments on the 
Biotechnology Patent Protection Act of 1991  (HR  1417). 

Harvard   University  has  made  a  strong  commitment  to transferring 
technology created us part of its research  activities  to industry so that 
products can  be developed  which, hopefully,  will  have a positive impact 
on the  public welfare.    In order to accomplish this objective, Havard 
files a number of patent applications each year in the biotechnology 
field. 

As you can imagine, the patent applications we file are generally on 
fairly  basic  innovations rather than   fully developed  products.     In order 
for companies  to  make  the  investment  necessary  to develop these 
early-stage  inventions  into  products,  considerable  risk  of money  and 
effort is involved.    For that risk to be worthwhile, the company must be 
assured   that  the  patents  being  licensed  to  them  will  provide adequate 
protection   against   unlicensed  competition. 

The  Biotechnology  Patent Protection  Act of  1991   will strengthen the 
protection  of  inventions  involving  biotechnology  processing  from 
infringement   by   foreign  manufacturers   --  something  much  to be 
desired.    The Bill would also brin^ U.S. patent law closer to the European 
and Japanese law In this area.    By reducing the uncertainty of the 
onlorccability of of biotechnology process patents in  light of the In re 
Diirdcn.  76-V F.2il   1406. decision, ihc  Act should increase the willingness 
of U.S. companies to invest in the development of products based on 
biotechnology   processes. 

UniimuY PUic • Fiiunh FUic .Samh " 124 Mt. .\ubutn Scfecf • Cirab»id|X M.\ 0;i3S.)70l 
Tilcrh-iw l(>n -iliSOb- - Fjiumilc (617) 491-95NI 



158 

Congressmen  Boucher and Moorhead 
June   II.   1991 
Page  two 

With the understanding that the Council on Governmental Relations is 
working with the drafters to improve the clarity of the Act, Harvard is 
pleased to add its voice to support the objectives of the Biotechnology 
Protection Act of 1991. ^ 

Sinctrelyy 

cc: Robert Scott 
John  Shattuck 
Daniel Steiner, Esq. 

Dyce  BTrinton 
''Director 
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Leccer   L9 

Unvenirv at CaUornia San Francisco    A Haanri Sc«ncK Camous 
Scnocn of Oanasiry 
School of Madona 
ScrxxMOlNursipg 
Scnooi ol Pftarmacy 
The GraOuaia Onnscn 
ThaMaacaiC«nw 
Tha Rasaarcn insoiutes 

June 10, I99t 

The Honorable Rick Boudier 
VS. House of Representatives 
40S Cannon House OfGce Buildiag 
Washington.  D.C 20515-0442 

Dear Congressman Boucher 

I write on behalf of the University of California. San Frandsco, to express strong 
suppon for H.R. 1417. the Biotechnology Patent Protection Act of 1991. The United 
States, by virtue of the strengths of university- and government-based programs, 
leads the world in basic research underlying the rapidly developing biotechnology 
industry. Our nation's young biotechnology industry is also the world's leader in the 
development 3nd manufacture of biotechnology producu.  However, while poised to 
become a new. major force in both the national and global economies, our biotech- 
nology industry struggles with serious disadvantages that threaten its growth and its 
competitiveness. In panicular. we believe thai current U.S. patent and trade laws do 
not provide strong enough proteaion to inventors who develop novel applications of 
biotechnology for health care, agriculture, and environmental management 

As you know, piracy of intellectual property is an easy, virtually risk-free way for 
foreign competitors to achieve competitive positions in the biotechnology market- 
place.  Unforiunaiely. weaknesses in U.S. patent law permit this to occur, erecting a 
significant barrier to investment in the industry's intellectual operatioiuil, and capital 
needs.  Dosing existing loopholes in U.S. patent law will be an important step 
toward strengthening our biotechnology industry.  In panicular, the law must protect 
U.S. patent holders from importation of products thai circumvent their patents.  In 
addition, broadening coverage to include protection for patented produaion procas- 
ex. as H.R. 1417 would do. would add much-needed, new proteaion. Whhoul the 
protection of H.R. 1417. U.S. industry will have to continue to struggle «nih serious 
disincentives to investment. 
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Congressman Rick Boucher 
June 10, 1991 
Page 2 

Our nation's universities will continue to provide the basic scientific discoveries that 
enable the biotechnology industry to forge ahead with its development of new 
processes, techniques and products for health care, agriculture, and enviroimiental 
management. However, this young industry can only fulfill its promise if it receives 
the support it needs from Congress to ensure that it can compete internationally on 
a level playing field. HJi. 1417, the Biotechnology Patent Protection Act of 1991, is 
a major step in that direction, and we enthusiastically endorse it. 

Sincerely, 

/Julius R. Kr^ans, M.D.     ^ 

cc:    Senior Vice Chancellor David J. Ramsay 
Dean Joseph Martin 
Dean Jere Goyan 
Senator Dennis DeConcini 
Senator Orrin Hatch 
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Letter 20 UNTVERsmrOFviRCDflA 
CHARLOTIBSVILLE 

OmX or IHE FKEBOINr 

May 29, 1991 

The Honorable Frederick C Boucher 
United States House of Representatives 
Cannon House Office Building 
Washington. D.C 20S15 

Dear Rick: 

Thank you for soliciting our views on the proposed amendment to the patent 
qntem. Afier having researchers, bculty. University patent office administnlon, and 
others consider H.R. 1417, the Biotechnology Patent Protection Act of 1991,1 can assure 
you of our support for this proposal The contemplated change may cut the cost of patent 
applications from the University, as well as prevent imfair competition from entities 
outside the United Slates. 

We need strong inlelleaual property protection for innovations in the 
biotechnology area, and we support H.R. 1417 as important to establishing a positive, 
uniform, government-wide patent procedure. 

JoftavT. Casteen, HI 
President 

JTC:i;g 

UAoaoNiiAii. raioxvoii  iao^vsit TiijinioMi (B«)«»atjf 
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University of Illinois o«« •* *• ciiui«iior 
at Urbana-Champaien Swmlund AdminnmHon Building     217 333-62W 

•^ 601 Eul lohn Strt»l 217 244-4121 fa 
Champaign. IL 61820 

Letter  21 

JUly 2,  1991 

Ihe Hancrable Ride Boucher 
Ihe Hcncorable caorlos J. Mxchaad 
Oongress of the Uruted States 
House of nepTBaentatives 
Nbahingtcn, D.C. 20515 

Dear Representatives Boucher aid HootiieeK]: 

Cn teheOf of the Oiiversity of Illinois at Urtana-Chaiifjaicin, I 
am vnriting to endorse H.R. 1417, the Biotechnology Patent Protection 
Act of 1991. niis bill will provdcle for ocnsistent and fair 
availability of potent protecticn for oertiun specific tiypes of 
tavxass inventions ip*iich have heretofore been denied potent status 
under the law. It will 2LISO bring U.S. law covering the 
pntPTitahility of such processes more in line with the laws of other 
countries so that U.S. inventors of such processes and tbeir 
corporate developers are not placed at a ocqpetitive disadvantage. 

Ihe tiLuuess inventions involved are aamDnly found in 
biotechnology. CCnventicnal biotechnology methods are often applied 
to na/ly discovered starting materl2Lls to prockxs existing dni^ in 
greater quantities or in purer form than h2Kl harertofcre been possible 
by classical Isolation and purification techniques. Also, 
oonventicnfil starting materials and ccnventional methods may produce 
novel and patentable products. In our view, these specific types of 
"oonventional" processes should autanatically be protected by U.S. 
patent, so Icng as their novel counterpart products (either starting 
pai-«»i-<»i<i or end products) are also detemiined to be patentable. 

Such processes are already patentable under Japanese and 
European law. Failure to be able to patent them in the U.S. 
undermines the value of these innovations to universities and to U.S. 
industry, i^xxi v<iich universities are so dependent for 
i,<iLiiwi I.inH7^tion. If universities cannot oMain adequate patent 
protection for these processes, how can WB license then to industry? 
How can U.S. ccopanies make the substantial investments of resources 
needed to ocmaercialize our academic inventions when the U.S. patent 
law places U.S. ocsfxinies at such a ocnfsetitive disadvantage? 
Foreign cczfianies can legally avoid infringsnant of a U.S. patent on 
a novel starting material by taking it outside the U.S., middng the 
desired end product and exporting the end produc:t bade into the U.S. 

Hie situation seeoingly poses a very serious threat to the U.S. 
biotechnology industry and will stifle research and developoent of 
new methods to make eicisting products more eoonnniral. However, we 
do not have first-hand experience as to how often the Patent Office 
is actually refusing to issue patents cn sudi processes, or how 
difficult such a refusal is to overodne. To ly knowledge, the 
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Ttta Hcnarable Rlcta Boucher 
Die Honorable Carles J. Mnnrtiflad 
JUly 2, 1991 
Paga Ito 

University of Illimis at Uttara-Qianfjalgn has not yet attainted to 
patent these pacific types of biotedmology prooesses and has 
therefore, not yet been refused a patent. Nevertheless, wa believe 
that these specific types of prnmBnoa should always be cxnsldered 
patentable. Ihat is not currently happenijig. Vassage at this 
legislation will cnoe and for all reoove the ocnfusicn and 
inoccsistency vtiich new surrounds this patentability issue. 

It has been sedd that a legislative remedy is not neoesseury 
beraiise the patentability of such prooesses ultinately will be i^^iield 
by the courts. However, in the meantime, waitin? until the taupia. 
cases are tcought forward will only octitixue the problem. He also do 
not belie^fe unlvBTBities or U.S. ooDfanies should have to foot the 
expensive lagal bills needed to dtmumUata that such prooesses are 
patentable. No cna benefits from an uncertain potent law. 

He have also heard ocnoem that the requirenent that tlie process 
and its counterpart novel product be in the same patent is too 
restrictive, ujxxi review of the situation, we believe this 
restriction is the siiplest approach to ptevnaiL an applicant front 
unfidrly extending the life of his patented product by filing and 
prosecuting a separate applicetticn on the piuueas of making it. 
Nevertheless, there are other approaches to avoid such abuses, and we 
would Bi^ipatt alternative language to "having a single patent issue 
on the applicaticn" should others deem that to be more appropriate. 
He have heard that the American Intellectual Property I^w Association 
is oonsidering naking suggestions to this bill in this area. 

In sumnary, on behalf of the University of Illinois att 
Ucbana-Qvmrviign, I endorse this legislaticn to clarify our patent 
law. In our view, it is in the best^i(iterest of U.S. industry, 
universities and the general 

ilnoerely, 

Msrton H. Heir 
Oianoellor 

H4H:tlf 

c:    S. O. ncenberry 
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Letter  22 

sUS^^ •E 1 xnTRsm- OF snv xxxico 

rcirrT!ttHii£jjot\T 

Miy22,l99l 

The Honorable Rick Bouctaet 
The Honorable Carlo J. Moorfacad 
Memben of Coogreu 
House of Reproenaiivct 
Wasbington, D. C 20S1S 

Dear Congressmen Boucher and Moorbead: 

In response lo your letter of April 29,1991,1 am pleased on behalf of the Univeniiy of New 
Mexico to suppon passage of your bill, RR. 1417 (S.634), primarily to prevent iransponaiion 
of U. S. patented biological cells ofbhore where they an be used to fonnulate end produas 
made by processes currently ineligible for protection by U. S. patenL 

The oppommity to camnent on this legislation is appreciated. 

Sincerely, 

Ricbard E. Peck 
President 

REr:(y 
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Letter  23      UNIVERSITY of PENNSYLVANIA 

Office of the Preskl«oi 
ICO Coiiiti m 
rkik<Wi*u. PA MiouBO jiaa 27, U91 

•am Honoiabla Rtck aooctiK 
U.S. UDUM of nitii—il,«tlv 
428 Cannsn HDUM OUUa mUdlng 
Mvhlngtan, O.C. 20515-M09 

Vmk }« •mty mitti toe rnr lattar acnewiUng M 1417, th> 
Blauctnala9y ta&sifc PiuLsctloi Act. 

Iha (Mvanlty ot VBmylwanla taa an aetlva and xiplclly gmtliig 
tadnOov tmftr lauyuM tiat iiiiiMi— onr SO Inmntlon iHirlnrorM 
in tha flAld ot hlottlwaloqy «adi yvar.   Our profaaslcnAl ataff, noocfclng 
rlrmly ulth our faculty and aamal patait tli^ olth ipaelaUsta In 
Motactenlogy patant law, taawa baan oonoamad OTMT tlia paat aawaaal yaaca 
Mlth tha paoa and natota ot tmxmtt Offioa raaponaaa to cor patant 
iiyllratAana. 

Via Patant QfUoa, mdir emrant U.S. lm>, alaoat lailvanaUy liiii i<wa 
ttaa atxnaaraaa pnvlaian of Sactlon 103 Tttla )S, ttatad Stataa Ooda, la 
tha anailfiatAan of our patanta. Ihia oftan zaanlta In oeatly, paotzactad 
tmjaaLuLiiii of paf ita and ultlaataly foccaa oa to narzoH our patant 
dalaa to a point at itfiich tiiay ara difficult to anforaa. Via yiililallnaa 
FKDvldad In St 1417 aauld atlilata biotachnology Innnatisn and ^juitacL 
thoaa lAw dawalnp fiaa pEoAicta and pcooaaaaa. 

Haiailia haa Invwtad haairUy, ttiou^ ttia lOR, tha Mr, and Mlth 
{xadoua riak capital In ^nating an anvloua oo^atltlm aillMil aija In 
blotactaioloqy.   Qaxant patait iMt, hoMBvar, ^paaxa to to c^fKoalalng 
tiia ability of ytaaif rrnianlaa aid laUvanitlaa t» ccntzltuta ts tiia 
bulldli^ of a latlcnal patait aatata and patait blodada that MIU of far 
oar natloi tha auatalnahla tiBlnaaa aduantaga It haa dillgntly aacnad aid 
ao daapacataly naaito. 

Plaaaa lat la laiat haw «a at *ann al^it to abla to am««L joi 
fmUat, and aaqr thanka for year advocacy of thla laglalarlon. 

Sinoaxaly, 
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Letter 24 i^. 

MASSACHUSETTS WSmUTE W TtOWOtOOY 

Miy3ai991 

Tin HoocnMe Rick Boucter 
MBUOCT ct OompttM 
HoMS OK RcpRicnwivci 
WnUBtKn.DC 20315 

Dear Cuuyi iiimii Boucfacit 

M.LT. mpparayaarbUKHR 1417 - itae Binechmlogy Pucni Protectkn Aa of 1991) 
amtndy befon GoofRO. We believe ihatihis bill win smogibcn die posidon of U^. 
bioaediaoloBr lail will reduce ciie unocmiaiy of obninini biotechnolofy puenu. 

MIT. IDca •Bvoil iota puena per yev in the bicwftmolop field Biiii^ ow of icaeach 
io onr Biology, '^•"••••••y and dctninl Eagiiieenii| Depanmentt (including ite unoer Cemer 
•ad die Bk^iuxu Engineoiog Center). Our otMecnve in acquinng such pateaatiio provide 
intellectual properly pniecaoa for companies wiUing 10 oonmii •> inve«dng in die development of 
this teduiology to provide producn (or die public good. 

Since unlvcndiy inventiGns ariie piimaiily &txn baac fcieaich. they are typically very early 
in ilieprodaadevelopiiiett cycle. Developnieni of nchiovcoiions into products tbeRforeuiually 
iBvaiveaaiibaaniialnakttfdine and money, h is dieiefon critical diat we be able to cAer patent 
pwatntiun Iktoucb boensini to dioae cooi^udes willing to undertake such lislcydevelopmem, in 
oner to iniiuiT tliem to make ilie requiied uvmiiuents. Strong, dear patent laws are uuical to oiv 
cndearcn in tliis SRSL 

llieBioiediiiolOfyPaieaPioteciionActof 1991 willasengdienourabiliiytoprotea 
invrntons in hioiffrhiiulogy processing fiom tnfiiiigunent by fuiugu inamifiiuuiLis and will bring 
the U.S. 10 pvitywidi European and Japanese patent law in diis very impanant ana. Byieduciag 
the mimnaiBiytrf die istaance of biotedmoloty process patents in hghi of die UAHtpn and 
Tkadcmaik Office's imupimuiniinf InuDimlen. 763 F.2d 1406, the Act wiU reduce die coal of 
f*««itMmp—wW|ww».tWM.MwlMll jiw^t^^ii^ tti» mri,wm,^ Ml itww,q iH IP^imUgy *wll in ihp pMWW 

pending Stage. 

We undetYojid thai die Council on Governmental Relations is working widi diifien of the 
bill to daiify some poceniial atnbtguibes and we suppon this effon as we suppoR die overall efforts 
ofda BiOMluioloty Pnnactioo Aa of 1991. 

Sincerely, 

IXKtaKli 
BoucherJit530 
OB      Dr. Oiatlea Vest 

l>nf.Dwid 

^ 
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APPENDIX I-LETTEE FBOM CHAIEMAN WIUJAM J. HUGHES, ENCLOSING 
A LEITEE FBOM JOHN J. KEay, VICE PRISDENT, SECBETAXf 
AND GENERAL COUNSEL, ELECTSONIC INDI^IES ASSOOATION, 
DECEMBER 3, 1991, TO EASSJ F. MANEBCE, JB., ASSISMKT 
SECBETAST AND COMMISSIONEB, PAIENT AND TBADQUBE OFFICE, 
\]S. DEPAsnmrr OF COMMERCE, DECEMBER 23, 1991 

Congress of tht United States    aS^S 
tune if HipaatBttn afAgas. 
eoMMRia ON iw juncMur 

21, IMl 

n* Bonorabl* Harry r. MnbMk, Jr. 
rrwltiiinvtr 
U.S. P>t«it ( Tradamark Ottloa 
0.1. Dapartaant of Coaaaroa 
2111 Cryatal Drlva, Sulta *0* 
Maahingtoo, DC 20231 

Daar Coilaalonar NanbacKi 

Tbank yoa for your taatlaoiqr bafora tba fubeoaalttaa on 
Intallaotual Proparty and Judicial Adalnlatration on B.K. 1417, tha 
Biotaehnology Patant Protaetlon Aet of IVtl. iha baarlng aarvad as 
a uaaful Introduotlon to tha difficult laaua of hew baat to protact 
biotacbnoloqy Invantlona. naro waro a miabar of quaationa that X 
did not hava tba opportunity to aak you at tba Movoabar 21at 
haarinf, and I would ba vary grataful if you oonld raapend to thaaa 
quaationa in writing. Thaaa quaationa ara aa followai 

1. Baa tha Fadaral Circuit Court of Appaala daeidad any caaaa 
involving tha apaeif ic quaation of tha patantability of tba procaaa 
of uaing a boat call to aaka a racoabinaat |^«duet7 

2. la thara an urgant naad to atop tba iaportatlon of racoabinant 
^roduetaT 

3. Mhat lapact would tha propeaad lagialation hava on invantlona 
othar than biotachnology? In particular, what affaot would thla- 
chanqa in law hava on tha patanting of coaputar aoftwara, and on 
otbarviaa unpatantabla prooaaaaa in tba chaaieal, anginaaring, and 
aacbanioal artaT 

«. Mhat ia tha policy of tha Patant and Tradaaark Offioa with 
ragard to tha patantability of racoabinant protaina — aa diatinct 
troa tha dlacovary and purification of naturally occurring 
protainaT 
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Th« Honorabl« Barry W.  Manbacdc, Jr. 
DacMbMr 33, X991 
Paqa Two 

5. Nilliaa P. lUrsli, taatifylng at tha Movaabar 21at Subooaaittaa 
haaring on bahalf of Intallactual Proparty Ownara, Inc., augqaatad 
that if a lagialatlva raaady la nacaaaary, inataad of tha approach 
takan in H.R. 1417, Oongraaa ahould conaldar an altamatlva 
approach. Ha auggaatad that Congraaa aaand saction 103, to atata 
that: 

A procaaa or aathod olaia wbarain an aaaantial alaaant ia a 
coapoaition of aattar otharwiaa patantabla to tha applicant 
aha 11 not ba daaaad to ba unpatantabla aaraly bacauaa tha 
clala raada "on a known procaaa or coablnatlon of atapa which 
ahall ba axaalned aa a whola," giving conaideratlon to tha 
apacific natura of tha procaaa or aathod and tha fact that naw 
or otharwiaa patantabla aatariala ara uaad or raault froa tha 
procaaa or aathod. 

Nhat ara your viawa on thla propoaal? 

6. Encloaad la a lattar froa tha Blactronic Induatriaa Aaaociation 
(EIA) praaanting ita viawa in oppoaition to H.R. 1417. In 
particular, tha lattar diacuaaaa tha affact H.R. 1417 could hava on 
tha coat of doing buainaaa, tha valua of axiating patanta, 
inforaation in tha public doaain, and tha bill'a potantial 
conf licta with axiating patant law, Supraaa Court daciaiona and tha 
D.S. Conatitution. Mhat ara your raaponaaa to tha arguaanta BIA 
raiaaa in oppoaition to H.R. 1417? 

I would appraciata a raply at your aarliaat convanianca. Again, 
thank you for your taatiaony and for your continuad aaaiatanca to 
tha Subcoaaittaa. 

Sincaraly, 

Subcoaaittaa on Intallactual Proparty 
and Judicial Adainiatratlon 

Encloaura 
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RECEIVED 
ELECTRONIC INDUSTIUES ASSOCIATION 

DEC   3 1991 

Sub on Courts 

DacMber 3,  1991 

The Honorable Willlaa J.  Hughes 
Chaiman 
House Judiciary Connittee 
Subconnittee on Intellectual Property 
and Judicial Adainistratlon 
207 Cannon House Office Buildinq 
Washington, O.C.  20515 

Dear Chaiman Hughes: 

The Electronic Industries Association ("EIA") appreciates 
the opportunity to present its views on the Boucher Bill, H.R. 
1417, entitled "Biotechnology Patent Protection Act of 1991'. 

With Bore than 1,000 participating companies, EIA is the 
full-service national trade organization representing the spectrua 
of United States companies manufacturing electronic products. U.S. 
electronic sales during 1990 were estimated to be $266 billion. 

At the outset, we should note that the title of the bill 
refers to biotechnology patent protection, but the bill is not 
limited to biotechnology. Rather, the substance of the legislation 
applies to all industries. We recommend that the text of the bill 
be amended to limit its application to the field of biotechnology. 
However, if the intent of the legislation is to change patent law 
applicable to all industries, then EIA recommends that H.R. 1417 be 
retitled to more accurately reflect its Intended scope. 

EIA opposes H.R. 1417 because it adds many uncertainties to 
present law that may take additional litigation to resolve. This, 
we believe, is not in the public interest and may significantly 
increase the cost of doing business. For example, members of the 
public will be required to consider an additional element in making 
business decisions which is unnecessary under present law. That 
additional element is determining the best course of action with 
respect to unsearched, unchallengeable process claims permitted 
under the bill. 

We also believe the substance of the bill may conflict with 
present law. For example, it may conflict with the statute it 
proposes to amend, it may conflict with decisions of the Supreme 
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Court, and It say conflict with tha undarlylnq principles of th* 
patent systea as reflected in the U.S. Constitution. The following 
discussion explains in aore detail the issues identified above. 

COST OF pome BDsnniM WAY IWCRBASK 

Tha bill, if enacted into law, could severely lapact 
aeaber coapanies of BIA because the cost of doing business aay be 
significantly increased. Specifically, the bill expands patent 
rights to unexaained processes which conceivably could encoapass 
prior art. In this regard, the bill provides that if a patent 
applicant has a patentable clala to a new aachine (host cell), the 
applicant will autoaatically be granted claias for all processes 
using that aachine for aaklng an unpatentable product. What this 
aeans is that such process claims would be autoaatically granted by 
the Patent and TradeaarX Office without any search of the prior art 
for nonobviousness — which process claias aay potentially be 
unpatentable as written because of (incited prior art. Any time 
spent by aeabers of BIA in trying to address these unsearched 
claias results in added expense. 

Now when an BIA aeaber develops a new product, it noraally 
perforas what is called a clearance search of unexpired patents to 
deteraine if patented claiaa exist that aight block the aeaber's 
freedoa of action to aanufacture and aarket the product. Th* 
intent is to avoid litigation upon aarketing the new product. If 
an adverse patent is uncovered during the clearance search, the 
aeaber coapany perforas a validity search of the patent. The 
search particularly focuses on prior art that was not cited by th* 
Patent and Tradeaark Office which aay render the adverse patent 
claias to be obvious. It is not uncoaaon to find prior art which 
renders the claias Invalid for obviousness. If the bill is enacted 
into law, a aeaber coapany would have to decide how to evaluate the 
unsearched process claias. Tha aeaber coapany would have to decide 
whether to redesign the product around the unsearched process 
claiaa so as to becoa* noninfringing or to seek a license froa th* 
patent owner under a patent which the aeaber aay believe to b* 
invalid as obvioua, or decide not to take a license and risk 
litigation of tha unsearched process claias. 

Whatever course of action is taken. It will result In 
greater cost to do business. If a license is sought to avoid 
litigation, the payaent of royalties results in an increase In th* 
cost to do business over that required under the present systea. 
If an atteapt is aade to redesign the aeaber coapany's process 
around the unsearched process claias, the redesign will result in 
added cost of doing business. Also, if the course of action is to 
do nothing and risk litigation, there will be an Increased cost of 
doing business if litigation is th* r*sult. Even where the aachln* 
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patent clains are found obvious and ultioately deened invalid, the 
unsearched process claims will have to be addressed, creating an 
added cost over the present system. 

If this legislation is passed, every patent attorney "worth 
his salt" will insert process claims as broad as the new law will 
allow. Under the bill, attorneys would be entitled to claim "all 
processes for using the machine of claim 1 for making the product 
X". And such claims will be unexamined for obviousness. In the 
present litigious environment, such broad claims are likely to 
produce a significant increase in patent litigation. 

In this connection, in 1793, Congress discontinued 
examination of patent applications. However, due to excessive and 
protracted litigation, in 1836 Congress reinstituted examination. 
Thus there is basis to conclude that the cost of such added 
litigation over the present system may slow down the progress of 
the useful arts and create an impediment to anyone seeking to enter 
the market. 

THK PUBLIC MAY NO LONGER HAV8 THB RIGHT 
TO USK ART IN THg POBLIC DOMAIN 

On a slightly different point, no one can deny that under 
the present system the public has the right to make an obvious 
implementation of art that is prior to the process claims in the 
patent. If process claims are automatically granted without 
search, there is bound to be prior art related to those claims 
which the public would ordinarily have the right to use. If the 
bill is enacted into law, the public may no longer have the right 
to rely on prior art in making its business decisions. 

BUSTING PATBMTS MAY BR KROPm 

If H.R. 1417 is enacted into law, there are likely to be 
unexpired patents belonging to others that are related to the 
unsearched process claims. The automatic granting of unsearched 
process claims may erode the value of those earlier prior patents. 
Licensees may be required to pay double tribute to practice the The 
invention of the prior art patent as well as the unsearched process 
claims. The Supreme Court has addressed this problem. 

In the case of McClurg v. Klnoaland. 42 U.S. 202 (1843), 
the Court recognized the authority of Congress to legislate in the 
patent area so long as the rights they create by legislation do not 
take away the rights of property in existing patents. H.R. 1417 
may erode the rights of prior art patent owners by diminishing the 
value of their existing patents. 
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THB BILL my OOMTLICT WITH THK 
STATBTB IT PRPPPSgS TP MfgMP 

If H.R. 1417 Is enacted Into law, it aay conflict with the 
statute it anends. For example, under the bill, if machine claims 
are found valid, it is not clear that process claims are subject to 
challenge by the public. Yet 35 U.S.C. { 103 requires that the 
differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole must not 
be obvious. However, one may argue that the bill automatically 
makes all obvious process claims patentable, and that such claims 
therefore are not subject to challenge by members of the public. 

Similarly, if machine (host cell) claims are not asserted 
in court but only the unsearched process claims, the bill would 
again suggest that the automatically allowed process claims may not 
be subject to challenge. We urge that the bill be amended to 
provide for the ability of the public to challenge the nonobviousn- 
ess of those unsearched process claims. 

Then, under 35 U.S.C. J 282, a patent is presumed valid, 
and the U.S. court of Appeals for the Federal Circuit has held that 
the one asserting invalidity must overcome the presumption by clear 
and convincing evidence. The presumption exists because of the 
search and examination conducted by an examiner of the Patent and 
Trademark Office. Under the bill, if the machine claims are found 
valid, the process claius may not be subject to challenge even 
though no search has been conducted. If the machine claims are 
found invalid, the remaining process claims may, under the present 
statute, be presumed valid. Therefore, a conflict may exist 
because claims unexamlned for obviousness, under all logic, should 
not be accorded a presumption of validity. The presumption should 
apply only when an examination for obviousness has been completed 
(not when na examination had bean made). It is therefore suggested 
that J 282 be amended to provide that no presumption shall apply to 
unsearched patent claims. For example, the statute may be changed 
to read: "A patent is presumed valid only with respect to patent 
claims examined for obviousness." 

THK BILL MAY OOWFUOT WITH SOPRKMB COURT DECISIONS 

If H.R. 1417 is enacted into law, it may be in conflict 
with Supreme Court decisions because it, in effect, may enable 
control of the sale of unpatented products. In essence, what is 
sought to be protected under the bill is control of the sale of the 
unpatentable end product ta.g.. a product which already exists in 
nature) made by an unpatented process carried out by a patented 
machine. The bill appears to legitimize use of a process which may 
otherwise be unpatentable under present law for controlling an 
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unpatented product. This nay condone a practice which the Supreae 
Court has condenned as Inproper. For example, In Morton Salt Co. 
V. G.S. Supplger Co. • 314 US 488 (1942), the Supreme Court found it 
to be an Improper extension of the patent grant for the patent 
o%nier to control (lxA>., tying) the sale of unpatented salt tablets 
when used in the patented machine, because the practice extended 
beyond the scope of the claims. The bill may expand patent rights 
beyond the invention contained in the patented machine claims so as 
to cover control of the sale of staple "salt tablets" through use 
of a process that may be otherwise unpatentable under present law. 
Such a doctrine becomes more important when one considers there are 
many businesses that sell unpatented staple articles of commerce. 
Under the bill, the sale of those unpatented staple articles of 
commerce may become an infringement of the process claims even if 
the unsearched process claims are obvious. This is particularly 
troublesome if the seller of the products does not )cnow how they 
were made. 

THB   BIU.  MAY   COIiyi.TOT  WTTH  THK  mUSTTTnTTOM 

If enacted into law, H.R. 1417 may conflict with the 
underlying principles of the patent system as reflected in Article 
I, Section 8, clause 8 of the U.S. Constitution. That clause 
provides for granting exclusive rights for limited times to 
inventors provided the discovery promotes "the progress of ... the 
useful arts". 

The Supreme Court in Graham v. John Deere Co.. 383 U.S. 1 
(1966) and Bonito Boats v. Thunder Craft. Inc.. 109 S.Ct. 971 
(1989), has made several observations regarding limitations on 
Congressional authority in legislating patents rights. 

1. Article I, Section 8, clause 8 of the Consti- 
tution is both a grant of power to legislate 
and a limitation. 

2. Congress in the exercise of that power may not 
overreach the restraints imposed by the Con- 
stitution. 

3. Congress may not authorize the grant of pat- 
ents when the effect is to remove existent 
Icnowledge from the public domain or to re- 
strict free access to material already avail- 
able. 

4. Congress does not have unlimited discretion to 
decide that patents should be easily or freely 
given. 
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Tha typa of procaaa clalaa grantad undar tha bill aay not 
•aat thasa teats. 

Furthar, In Dallar's walker on Pntanta (Second Edition), 
Volima 1, page 84, reference Is nade to a 1930 Report of tha U.S. 
Senate relating to Plant Patents. That report eaphasized tha 
Intent of the constitutional use of the ten "Inventor". The tera 
was Intended to identify soaeona who la the creator of soaething 
"new".  Unsearched process claiss say not be "new". 

In view of the tUsove, the bill say be in conflict with tha 
a.S. Constitution because of the granting of patent rights to 
unexaained process claias which aay be obvious (II&.., not "new"). 

aoasuaaian 
In conclusion, if H.R. 1417 is enacted into law, it aay 

cause such an expansion of the present patent right that it aay 
significantly add to the cost of doing business. Additionally, tha 
legislation would appear to conflict with the present law in 
several aajor respects. On tha other hand, if the process claias 
are properly searched for unobvlousness, the presumption of 
validity Bight apply to the process claias, and patent owners aay 
be able to control use of their patented process claias against 
others even though the products produced are in the public doaain. 
Tha present statute, 35 U.S.C. f 103 has provided a reasonable and 
tiorkable solution to protect process inventions that as a whole 
advance the state of the art. 

EIA sees no need for Congress to expand the patent right so 
as to potentially include obvious advances in the art. We believe 
all claias sought to be patented should be treated alike by 
undergoing the saae exaalnation for nonobviousness by the Patent 
and Tradeaark Office. 

Respectfully yours. 

iry and 

Maurice H.  Klitzaan 
Of C«>unsal 
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APPENDIX S.-LETTER FROM HARRY F. MANBECK, JR., TO CHAIRMAN 
WILLIAM J. HUGHES, FEBRUARY 13, 1992 

(B tmnwa man OIRARTMENT OF COMMCRCI 

Mosniiir aocrMtr AND CQMMBBorcR 
OF MIDim AIO TWOBMnS 

FEB 3 '^J? 

Honorable William J. Hughes 
Chairman 
Subcomnlttee on Intellectual Property 

and Judicial Administration 
Committee on the Judiciary 
House of Representatives 
Washington, D.C. 20515-6216 

Dear Mr. Chairman: 

Thank you for your letter containing supplemental questions 
regarding H.R. 1417, the Biotechnology Patent Protection Act of 
1991.  I am pleased to enclose our answers to those questions and 
hope that they may be of help In your assessment of this legis- 
lative proposal. 

Sincerely,     , y 

Harry FyManbeck, Jr. 
Assistant Secretary and Comalssloner 

of Patents and Trademarks 

Enclosures 
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Question.  Has the Federal Circuit Court of Appeals decided any 
cases Involving the specific question of the patentability of the 
process of using a host cell to make a recomblnant product? 

Answer.  To date, the Federal Circuit Court of Appeals has not 
decided a case Involving the specific question of the patent- 
ability of a process of using a host cell to make a recomblnant 
product.  In a recent case, however, the Federal Circuit held 
that claims In a patent directed to a host cell per se that was 
used to produce recomblnant erythropoletln do not cover a process 
within the meaning of 19 U.S.C. 1337(a)(1)(B)(11).  Amqen Inc. v. 
International Trade Commission, 902 F.2d 1532, 14 0SPQ2d 1734 
(Fed. Clr. 1990).  That section of the Tariff Act of 1930, as 
amended, like section 271(g) of the patent law, prohibits the 
Importation of articles that are produced by using a process 
covered by a U.S. patent.  Thus, the host cell patent could not 
be used under either the patent law or the Tariff Act of 1930 to 
prevent the Importation of recomblnant erythropoletln produced 
using the patented host cell. 

Question. Is there an urgent need to stop the importation of 
recomblnant products? 

Answer.  At this time, we are aware of only one situation In 
which someone has Imported recomblnant products that were pro- 
duced abroad by using a host cell patented by another.  However, 
as more and more blotechnologlcally engineered products are 
approved by the FDA, It may reasonably be expected that the 
number of unauthorized Imports will Increase If patent protection 
cannot be obtained In the United States for processes that use 
patentable host cells but that are otherwise conventional. 
Accordingly, It would be desirable to enact legislation along the 
lines of H.R. 1417 before there Is a dramatic Increase In the 
Importation of products made abroad with the unauthorized use of 
technology patented In this country. 

Qui 
In 

estlon. What Impact would the proposed legislation have on  ' 
ventlons other than biotechnology? In particular, what effect 

would this change In law have on the patenting of computer 
software, and on otherwise unpatentable processes in the 
chemical, engineering, and mechanical arts? 

Answer.  The provisions of the proposed legislation do not relate 
to any particular technology.  Thus, the legislation would have 
the same effect on the resolution of the issue of obviousness of 
any invention In any field of technology that is claimed In the 
form of a process claim.  However, the determination that a pro- 
cess is nonobvlous would only be made If that process either uses 
or makes a product that Itself is both novel and nonobvlous. 
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Because the proposed legislation applies only to one criterion of 
patentability. I.e., nonobvlousness under 35 U.S.C. 103, It does 
not necessarily ensure tbe patentability of a process claim even 
If such process uses or makes a patentable product.  That pro- 
cess could well be unpatentable because It does not meet the 
requirement of utility under 35 U.S.C. 101, or because It Is not 
sufficiently described to enable someone skilled In the art to 
use the process, thus falling the requirements of 35 U.S.C. 112. 
In sum, to be considered patentable, a process must meet all 
other statutory requirements In addition to the criterion of 
nonobvlousness. 

Accordingly, the proposed legislation is not likely to have any 
Impact on the patentability of inventions related to computer 
software.  One of the threshold and controversial Issues of 
patentability that arises with respect to such an invention is 
whether it falls within the scope of statutory subject matter 
that is eligible for patent protection under 35 U.S.C. 101. We 
have published a legal analysis of this Issue in the Official 
Gazette on September 5, 1989, as guidance for examiners and 
information to the public. A copy is enclosed for your conve- 
nience.  Since the proposed legislation addresses only section 
103, it does not appear to affect resolution of Issues that arise 
under section 101 with respect to inventions related to computer 
software. 

Question. What is the policy of the Patent and Trademark Office 
with regard to the patentability of recorablnant proteins — as 
distinct from the discovery and purification of naturally 
occurring proteins? 

Answer.  A naturally occurring product may be patentable if it 
has been changed or substantially altered as a result of purifi- 
cation.  For example, patents have been granted for purified 
prostaglandin, for a biologically pure microorganism culture, oc 
for the purified, naturally occurring chemical compound that 
lends strawberries their distinctive flavor.  Accordingly, 
purified, naturally occurring proteins are eligible for patent 
protection. 

The patentability of purified, naturally occurring products and 
recombinant proteins is subject to the same criteria of novelty, 
nonobvlousness and utility as any other invention.  Generally, 
the fact that a known product is made by a new process does not 
render the product Itself patentable, even though the process may 
be patentable in its own right.  Thus, If a recombinant product 
is the same as a naturally occurring product that has previously 
been purified, or if the recombinant product cannot be distin- 
guished from the purified, naturally occurring product, it would 
not be patentable.  However, if it can be demonstrated that the 
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recomblnant protein possesses unexpected properties relative to 
the purified, naturally occurring protein. It may well be 
patentable. 

Question.  William F. Marsh, testifying at the November 2l8t 
Subcotnnlttee hearing on behalf of Intellectual Property Owners, 
Inc., suggested that if a legislative remedy is necessary, 
insteiKl of the approach taken in H.R. 1417, Congress should 
consider an alternative approach. He suggested that Congress 
amend section 103, to state that: 

A process or method claim wherein an essential element is a 
composition of matter otherwise patentable to the applicant 
shall not be deemed to be unpatentable merely because the 
claim reads *on a Icnown process or combination of steps 
which shall be examined as a whole,* giving consideration to 
the specific nature of the process or method and the fact 
that new or otherwise patentable materials are used or 
result from the process or method. 

What are your views on this proposal? 

Answer.  In our view, this proposal would not add the degree of 
certainty that is needed to provide a mechanism for patent 
applicants to avoid a conclusion, along the lines of In re 
Durden, that a claim directed to a process of making or using a 
patentable product was obvious under section 103.  First, the 
reference to a process claim 'wherein an essential element is a 
composition of matter' raises several questions.  This reference 
seems to address only processes In which a patentable product Is 
used. A process for making a patentable element does not appear 
to be encompassed, leaving unclear the treatment such a process 
is to be accorded.  Further, the limitation 'essential* may cause 
uncertainty.  A particular patentable material may not neces- 
sarily be indispensable to the operation of the process, although 
it represents a conmercially significant Improvement over the 
prior art.  Also, the term 'composition of matter' may open 
disputes as to whether a particular element used In the process 
is that or is an article of manufacture. 

The phrase 'known process or combination of steps which shall be 
examined as a whole' is also unclear because the terminology in 
the context of the proposal is confusing. Further, we do not 
understand how the phrase starting with the words 'giving 
consideration' Is Intended to modify the initial mandatory 
requirement that a process 'shall not be deemed to be 
unpatentable.' This is especially so In light of the indication 
that consideration be given *to the specific nature of the 
process or method,* which appears to raise additional questions 
of interpretation.  Also, the phrase referring to *new or 
otherwise patentable materials* raises the possibility that new 
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materials would qualify for consideration even though they are 
not patentable.  Another uncertainty arises from the use of the 
term "materials" that has no antecedent In the proposal. 

Question. BDClosed Is a letter from the Electronic Industries 
Association (EIA) presenting Its views In opposition to H.R. 
1417.  In particular, the letter discusses the effect H.R. 1417 
could have on the cost of doing business, the value of existing 
patents. Information In the public domain, and the bill's 
potential conflicts with existing patent law. Supreme Court 
decisions and the U.S. Constitution, what are your responses to 
the arguments EIA raises In opposition to H.R. 14177 

Answer,  increasing cost of doing business.  In his argument that 
enactment of H.R. 1417 would increase the cost of doing business, 
Mr. Kelly makes several statements that need to be clarified and 
corrected.  First, the bill would not expand patent rights to 
'unexamlned" processes.  The criteria of utility under 35 U.S.C. 
101 and enablement under 35 U.S.C. 112 would continue to be 
evaluated.  The bill would only address the requirement of 
nonobviousness under 35 U.S.C. 103. As a consequence, an 
applicant would not "automatically be granted claims for all 
processes" using a patentable material.  Those claims would only 
be granted if they met the other criteria of patentability. 
Further, these processes would not "encompass* prior art, because 
the patentable product made or used Is not part of the prior art. 

Mr. Kelly further notes that, after developing a new product, EIA 
member companies perform clearance searches of unexplred patents 
and validity searches of those patents that might block the 
manufacture and marketing of the product. Potential blocking 
patents Issued In accordance with the concept expressed in H.R. 
1417 could take two forms.  One form would simply be a single 
patent containing claims to a process and claims to a product 
made by or used In such process.  Alternatively, claims to a 
product might appear In one patent and claims for using or making 
that product would appear in another patent endorsed with a 
terminal disclaimer setting its expiration date to be the same as 
product patent.  Neither situation should present an unusually 
different or financially excessive problem to the company.  Given 
such a patent or patents as a potential block to the company's 
plans, the company would conduct the usual validity search to 
attempt invalidation of the patented product upon which the 
nonobviousness determination of the process claim in that patent 
or another patent was based.  Should this search be successful, 
the company could then show, on the basis of a prior art search, 
that the process without the benefit of the patented product was 
conventional. 
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There may, however, be more processes patented along the lines of 
H.R. 1417 than would have been without enactment of the bill. 
Accordingly, there may be some added cost in sorting out the 
patentability of these process claims if the claim to the product 
made or used by the process proves to be invalid. To minimize 
this problem, we proposed that H.R. 1417 be amended to ensure 
that claims issued in accordance with the bill's provisions not 
be entitled to the benefit of a determination of nonobviousness 
if the product was determined to lack novelty or nonobviousness. 
However, if the product claims successfully withstand a validity 
search, the company would not be authorized to make or use that 
product by any process during the patent term, regardless of 
whether the process was patented or was conventional and known. 

The right to use art in the public domain. Mr. Kelly further 
argues that the public may no longer have the right to use art in 
the public domain. We do not understand that argument in light 
of the fact that if the product made or used by a process is 
patented in its own right, the public may be prevented from 
making or using that product in the United States during the life 
of the patent. The question whether processes similar to the 
patented ones are conventional and disclosed in prior art is not 
material, because the public may not use or make the patented 
product without authorization regardless of the patentability or 
conventionality of the process in question. On the other hand, 
the public may use any process in the public domain as long as no 
patented material is used by or results from such process. 

Erosion of existing patents.  Another argument made by Mr. Kelly 
is that existing patents may be eroded.  In our view, the 
granting of patent protection to a process making or using a 
particular patentable product does not impinge on the rights 
derived from unexpired patents relating to such processes 
generally.  If a process patented by another is used in 
combination with a new and patentable product, the earlier 
process patent may in fact be the dominating one.  In such case, 
the earlier process patentee may prevent the patent owner of the 
new product and process from using the earlier process together 
with the new product, or with any other product for that matter. 
The product patent owner, in turn, can prevent the earlier 
process patentee from using his specific product in connection 
with the process patented earlier. As a matter of fact, the 
product patent owner may exclude all others from using the 
patented product in the United States regardless of whether his 
patent also includes a process claim using such product.  In 
other words, existing process patent rights are not affected by 
the later patenting of a process claim that uses a specific 
patentable product.  Under our present system, as well as under 
the system proposed by H.R. 1417, a third party who wanted to 
practice the general process patented by one party, together with 
a product patented by another party, would have to obtain a 
license from both patentees. 
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The bill's conflict with 35 U.S.C. 103.  The fourth arguntent 
against H.R. 1417 is that it may conflict with the statute it 
proposes to amend.  In support of that allegation, Mr. Kelly 
notes that if the bill were enacted and if thereafter machine 
(product) claims of a particular patent were found to be valid. 
It would not be clear whether process claims (presumably present 
in that patent and directed to using or making that product) 
would be subject to public challenge.  This argument is not clear 
to us because under our present system, as well as that proposed 
by H.R. 1417, a product patentee can prevent others from making 
or using the patented product (machine) In the United States 
regardless of whether there are additional process claims In the 
patent.  The only further protection afforded by such process 
claims is the ability of the patentee to proceed against products 
Imported into the United States that were made abroad with the 
unauthorized use of the patentee's machine.  We do not believe it 
Is Mr. Kelly's Intention to support the continuation of unautho- 
rized Imports of products made abroad with the use of technology 
patented in this country.  Such practice is not in the Interest 
of American patentees In general and EIA member companies In 
particular. 

It is further argued that under 35 U.S.C. 282, patent validity is 
presumed and that even if product claims are later found invalid, 
the process claims, whose nonobvlousness depends upon the patent- 
ability of the product, would continue to be presumed valid. 
While this is true under the wording of H.R. 1417 as Introduced, 
we made a specific proposal at the hearing on this bill before 
your Subcommittee on November 21, 1991, to remove the benefit of 
presumed nonobvlousness of process claims in accordance with tiie 
provisions of this bill, if the product made or used by the 
process was found to lack patentability.  Adoption of this 
proposal would alleviate Mr. Kelly's concern on this point. 

'The bill's conflict with Supreme Court decisions.  Mr. Kelly's 
fifth argument is that enactment of H.R. 1417 may be In conflict 
with decisions of the Supreme Court because it could enable 
control of the sale of unpatented products.  In essence, he 
states that enactment of the bill would permit 'control of the 
sale of the unpatentable end product... made by an unpatented 
process...*  First, it should be noted that the process In 
question would in fact be patented.  Second, Mr. Kelly's 
difficulty with a process patentee's control over unpatented 
products made by the process is not caused by enactment of H.R. 
1417.  It Is already embodied in our present law, specifically in 
35 U.S.C. 271(g), which provides that "[w]hoever without 
authority Imports into the United States or sells or uses within 
the United States a product which is made by a process patented 
In the United states shall be liable as an Infringer." This 
provision Is aimed at protecting products that were made by a 
patented process, regardless of their patentability. 
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The Supreme Court decision in Morton Salt, cited to support the 
argument of an Improper tying practice, Is Inapplicable in this 
case.  In Morton Salt, the forced purchase of an unpatented 
product to be used in a patented machine was found to be beyond 
the scope of patent protection for the machine.  By contrast, 
enactment of H.R. 1417 would provide for a patented process that 
uses patented material to make an unpatented product. Another 
possibility would be a patented process that produces a patented 
product. Neither instance appears to open an opportunity to tie 
patented with unpatented subject matter. Considering further 
that third parties could not use the patented material or make 
the patented product in the United States without authorization, 
regardless of the existence of additional process claims, we are 
at a loss regarding the applicability of Mr. Kelly's argument and 
the Morton Salt decision to the concept proposed by H.R. 1417. 

The bill's conflict with the Constitution. Mr. Kelly's last 
argument against enactment of H.R. 1417 is that the bill may 
conflict with the Constitution. We do not perceive any 
inconsistency between the bill's Intent, the relevant clauses of 
the Constitution or the observations made by the Supreme Court 
regarding limitations on Congressional authority in legislating 
patent rights.  Further, Mr. Kelly states that "[ujnsearched 
process claims may not be 'new'" and, therefore, contravene the 
intent of the constitutional use of the term "inventor." First, 
as we have already noted, the process claims in question are not 
unsearched. They are in fact examined to determine whether they 
meet the requirements of patentability. Only nonobviousness is 
presumed because of their direct reference to a patentable 
material or product. Second, a process that uses a new and 
nonobvlous material is Itself new by definition.  In other words, 
the criterion of novelty regarding such a process is never in 
question and H.R. 1417 does not address this requirement of 
patentability. The bill only addresses the criterion of 
nonobviousness. Accordingly, Mr. Kelly's argument appears to be 
misdirected. 
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4JI1I6C Re. S. N. 3S2J23. FiM July 19. 1989. CI 36W 
58.   DISC   INCLINATION   DETCCTINO   APPARATUS. 
Hwothite Yanufudift. « el.. Owner of Racord: Temc Corp. 
Tokoe J^m. Aoomey or Asent: Michael N. Melter. EA. Gp.: 
235 

LeIendC CUik. Owner of Record: CMdrrn i H-UHUI VrJu ^i 
Cfiwr. Ciwiwwn. Oho. Attorney or Aftnt *ood. Hetron 
A E«aiii, El. Gp.- 120. Reiiuesirr Suffirue. MMM. Zmn. 
Macpeak A Seat. 2100 Pa. A«e. Wuhinfion. D C 

4J74J28. Renam So. 9(MX)r8t2. Re^ue^ted Julv :4 
1989,0 128/153 SYSTEMANDMETHODFORBANOAG- 
INGAPAHEVT FwdencGro»iman,Owr«croiRecord BMirr 
Initrtvnomai lite Orrrjirid HI. AIUHTK) or Afcni t. nknown. 
En. Gp. 330. Requeuer Owner 

4J7SJ26. Reesam. No OOOOISIO. Requeued Jul« I* 
1989.0 365/222. REFRESH GENERATOR SYSTE.M. Mwk 
E. Dean. Owner of Record: IBM WIKAIIVI C-fp \rmrtiti 
V r. Aoomey or Agent: Unknown. E« Cp 233. Retiwcacf 
Owner 

4,789JT7. Reeum .No «MX>I 813. Requetied iuU 26 
1989.0 501/103. METHOD OF CUTTING USING SILICON 
CARBIDE WHISKER REINFORCED CERAMIC CUTTTNC 
TOOLS. James F Rhodet. rt al. Owner ol Record -Wi Ji. rJ 
ComponH Mmtnali Corp Cretr •» C . Altome^ or Agent 
Banner. Birch. McKie. et al.. Ex. Gp. I lO. Rci()ue>icr: PrKiiiori 
Maienala Groyp. Oanvcn. Maas. 

REQUCSTS FOft RCCXAMINAnON FILCD 

«nn <0idm 17 CPR I I (tci Tlie fl 

PmtihN Srtject Maoer 

.WofAmianra/ Alfonikmt lu^ Compiler pti>trams 

jy» fotlowing fcprcacnu a recent legal 4nal\%t\ <lonc b« 
Auociaie SolKilor Lee E Barren, m aitomcv m ih«OfOceof ihe 
SolKitor of the Pawm and Trademark Office on iric %ubieci or 
the paieniabiliiy of maihemancal ilgonihmi and compuier pro- 
gram. The analy»« ii pubhihed lor the benefit of the public 

FItED E. McKELVEY 
%irtu nor 

AiifMl9.1989 

I. STATUTORY SUBJECT MATTER - 39 t S C I 101 
a MATHEMATICAL ALGORfTH.MS 

A. Maihemiocal algoMlmn ^r te are noi J tiaiuior\ 
'proceu ~ underl lOI 

B. Ewoluuon of the iwo-pan test for mathemaiioi 
algonihin-mniiory wbjea matter 

C. Applicatton oi the two-pan ie«i 

1. Step I - pwienct of a maitiefflaiical alfonUm 

a. Mathematical aJgontfun 
6. "PniccM ~ vemu   apparatus ' claimt 
c- Form of the mathematical algonihm 

2. Siep2 - u the matfiematKal alfonihffl   applied m 
any manner le physical etemem or proccu ^cpi .*'' 

a. POH-solytion activity 
b. Field of luc limitations 
c. Dau-gaihenng steps 
d. Transformation of something physml 

e Stmctoval limitations m process cUinn 

FuMHMMf C>«««   Cofwt of dw wQ—Mi «d iVtMM fipan nar 
le oawml ay ps^wf Om In Aanfar eniaiiiHa « *e RMta ilT 
cm I i«i>ii 

In 9m •*«• c 
dn mamn •ill bt cawrtiwa u be c 
9MfT «M iws—wafcwi ••• vnceed iJT CFR   I 2«liaN3l «d 
I 3:9<bi. 

i.91UJa. RceiM). No. 90A01.8II. RaqMesied July 21. 
I9B9. a 424/352. ARTVICIAL BLOOD AND METHOD 
FOR SUPPORTING OXYGEN T1UNSPORT IN ANIMAU. 

\ Oiamottdy Dttkr 
2. Porter * floak 
i ImrtAMt 

ni. COMPUTER PROGRAMS 

rpiognms   versus "campwierprocesses 
B Siatmory natwc of compMcr processes 

I. TIH Sapftme Coon has not ruled on the paicnutNluv 
ofo 



185 

OFFICIAL GAZETTE 

2. Tlw CCP A tiM IKU ilui compMcr preccucs •!« (laOMory 
iarira(terfaU»nh -   - 

L Suntm Smk^ Mmrr • 33 VSJC  t 101 

lavcotiam msy br pMcmad ittf if (hey fill within one 
of the (our sunnonr clasKi of Mbfoci nuocr of 33 U^.C. 
} 101 "proceu. machUK. rwMftciiiif. or canoowiion of 
Rumff " S^ iCrmanrr Off Cfl v. iicTon Corp.. 4)6 U2. 470. 
a3. ISI USPQ 673. 679 (1774): 

[N)o pM« n nailAlc for i 
iitcful. novel, and nonofavwitt. unku it ftUs within 
one of the c a pmi CHefortct of pomuMc MibiBct nuatf 
of 33 use I 101 

Subject Ruoer ihM don noi fill wMtan oat of th> uaMory 
cUwM of 35 U S.C. I 101 IS iMd 10 be ••uofmmmary" or 
lo be "unpMenuMc lubfect nuoer." 

TV bnMd lanfiutc of I 101 n imented lo dilinette a 
"genen! in<lustn&l btwndary ' of pMenuMc inwmion. tit re 
»r*-jp 5% F2d 932. 974 Ml. ioi USPQ 352. 372 nil 
(CCPA t979).v»ca/rrf,444Ui I02«.<(f rfu^ww .DMWW^rf 
. Chakr^tam. 447 U^ 303. 206 USPQ 19) (I9t0l The 
fim tutMory cUu. pnxcu. it drTmed in 33 U.S.C. I 100(b| 
and refen io aat whik the latf thnc cbuet. machine. 
mamtf acntre and compotiiion of naaer. refer lo phyucal ihtmgi. 
ihenfore. the geneni Tieid of prntnttke invcMMn conusu 
of new Kii tM new thmp. Id The claaaes relevaM to this 
di«cuuion arc "prooctt" and "machine." A "proceu" ii 
cqutvilcmioa method.'A/rf7. 596 F 2d M 963. 201 USPQ 
m 364 The icnn "machine" n uad inierchanffeaMy with 
^parttut In rt Ham 413 F.2d 1393. 1393 nil. 162 

USPO 541. 543 nil  (CCPA   19691. 
The queuion of whether a claimed invcniion utuTict the 

other condiuoni for pamubiliiy u'' wholly apan from wfaeiher 
the invcTKion falU into a caefory of luaiiary tobiea maaer'' 
temphatii dekicdi. D*m>omd v Dietm 430 US 173. 190. 
209 USPQ 1. 9 <I9«I) (ciuna Brfgy. 396 F.2d M 961. 201 
USPQ u 361) At ttaiad tn Partfr v Fioek 437 US. Sft4. 
m.  I9f USPQ  193.   l9t-99 (1971): 

lodMi • whM lypi of The wifp^iH 
•I KMi|hi to be paienied IBKH pracvov OK IKKJIH 
of whether thai dHCovery tt, oi (act. new |i.c.. mrm 
under ft  I02| or otovKwi (ft 103|. 

Stfaluil»rt Sartor. 3S1 F.U 133a 1333 a.10.200 USPQ 
132. t37n.l0lCCPA I9T|)("IfihaHihfectmMMrBiclaimed 
it uibject IO paiemun. ijt.. if n faUi wnhin | 101. it mtist 
(hem be eiamined for compttanoe wnh ft| 102 and 103"). 

Lcgitlalivr hitiory n 
the tubjeci matter pfovn 
and wvrv imended to "include anything under the tun thai 
It made by man." Dtamomd v Chnbvterrv 447 US ai 309. 
206 USPQ at 197. Any praccaa. mKhme. manufacmrc. or 
compotiiion of matter constUHies Kanaory uibiact matlcT mnitu 
It fallt wiihin 1 judKially detcrmnBd cuception lo I 101. /« 
rt nt<io WM F 2d 912. 916. 214 USPQ 673. 6T7 (CCPA 
I9S2I EacqMKinitncludelawiof •aoat.flliyMcal pbenomMa 
ai^ ahttm Hleat Otettr 430 U.S. ai li5. 209 USPQ ai 7. 
and cates cited ihercin. Thii aaalyvs addrctaes whether 
mathernaiical al|onihms and cowpwr pro(ra 
tub^ea maoer. 

Mathrmaticai Alfendma 
A. ktatHemtncal o/foniAaw ptr tt trt mot t 

prvrrif ' uarffr f 101 

II 

lolvinf a given type of madKnuncal praMaoL" Coaarhott 
. Bfxso^ 409 U S 63.63. I7S USPQ673.674 < 1972): Ftoek. 
437 L S at 385 n 1. 198 USPQ at 193 n.h Oi#*r. 430 U.S. 
at 186. 209 USPQ ai 8 MadMnacKal yaonthms an non- 
ttataiorr becaute ihey have been dcaermined not to fall within 
the ft JOI tuniiory class of a "proccta." S^HMM "(Atn 

maahemaocal (on—la. a tato a i«w of tmun. 

which cannot be the uibfcct o( a patcM." Dtekr. 430 U.S- 
M 116. 209 USPQ at 8. The ctcepuon ^pliet only lo «wf*r- 
matual alfonthmt tmce any pniceti it an algonthm" in 
the tcmc ihat ii it a uep-bytiep proccdiife to amvc at a given 
result. /*! rr Walifr 618 F 2(J 738. 764 n.4. 203 USPQ >97. 
403 n 4 (CCPA 1980); Fardo. 684 F.2d at 913. 214 USPQ 
M 676. 

Although tnaihematical alfonthms per ir aic nonatatuwry. 
M Mated m Oi/*r. 430 U.S. at IS7-S8. 209 USPQ ai 8-9: 

IAI claim drawn lo subject maoer oiherwiie siaiuiory 
does not become nonttaiMory timpty becauae it Met 
a mathematical formula. comfMUer progrvn. or digital 
computer. . [I)n Parkrr v flook we iiaied thai "a 
proccst It not unpaicnuble iimply becaukc ii contains 
a law o( nature or • maihemaiKal algonihm " 437 
U.S. «l 390. Ii IS now commonplace thai an appitcmio* 
of a law of tuture or mathematical formula to a lutown 
tmciurc or proccst may well be deservmg of patent 
pRMeciion. As iiutice Stone explained (our decadci 
ago: 

"While a tctemific truth, or the mathematical 
espretsion of u. it not a paiemaWe invemion, • 
novel and useful tiruciurc created with the aid 
of knowledge of tdcmific mith may be." Mackay 
Ro/boA TtlfgrapMCo »• ItadioCorp nfAmrnca. 
306 US  86. 94 (1939)  (Ciiations orninod.] 

The Supreme Court ihut recognizes that matfiematical al- 
gonthmt arc "die baste toolt of tcienuric and wchnotOfical 
work." <ruwi 409 US. ai 67. 173 USPQ at 675. and should 
not be the tubfoct of exclusive nghu. whereat technological 
applicatMn of icienufic pnnciptet and maihemaixal algonthmt 
(ortiert die consututionalpurpoic of promoting 'the Progiett 
of... Uwfvlans." U.S. Const art. I. ft 8. h is alto recognised 
dMt mathematical algonthnit may be the most pivciic way 
IB dcacnbe the invcnoon. 

WheR clatnis involve ntaihemaiKal algonthmt. at staled 
mimrt AbtU 614 F.2d 902.907. 214 USPQ 682. 687 (CCPA 
I9t2): 

The goal it IO answer the question " What did applicants 
invcfii?" If the claimed inventMn is a mathematical 
algorithm, it is improper subject matter for patent 
piotection. whereas if the claimed invention is an 
application of the algonthm. | 101 will not bar the 
gram of a paieia. 

The leits (or devrmming whether claims containing mathe- 
matical algonttant art ttaiuiory have gradually evolved in the 
cnau since the Supfcme Count deciuon in Brnsom in 1972 

B. Evotmnom of the rwo-pon teu for maihrmaitcal 
aifontkm-uaiatoty sabffct matter 

The praperlegal analyst* of maihemaucal algonihm-ttatutory 
tnhfect maoer caaes u the two-pan test of /n rr Frrtman. 
yi'S F2d 1237. 197 USPQ 464 (CCPA 1978). at modtfied 
by W<ai€T and Kbeir Sre It rt Meytr 688 F.2J 789. 796. 
213 USPQ 193. 198 ((X?A 1982) I'A more comprehensive 
leo for cases iirvolvmg maiheiruiKal algonthmt is let forth 
in In re Abtlt"\. A review of the evolution of (he analysis 
provides tome uicful insights tnio the applicaiian of the tesL 

In Benson, (he Supreme Court concludad that claimi directed 
to a particular algonthm for convertiitg binary coded decimal 
Mmben to biaary n—bert wat not ttatutory subjea matter 
The Supreme Coun (wnher concluded that any patent issued 
on thoac claims "would wholly pre-empi the mathematical 
fonnula and in practical effect would be a patent on the algonthm 
Itself." 409 U S. ai 72.173 USPQ ai 676 These iwoconclusMins 
formed the basis (or the iwo-pnn analytu of the Cowt of 
Cimoms wal Paieni Appeals iCCPAt in Frtemaa. 573 F.2d 
M 1245. 197 USPQ at 471: 

First. It mutt be determined whether the claim duanly 
orindirectly raciiesan algonthm" mthe Aratontenae 
of thai term, for a claim which failt even lo mate 
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mhm Second, ihc cUm nwH br htrdmt Mulynd M 

jiceiuui wheilicr in lU cniuvn' i "tolly p>wiwpu (hM 
algontfiiii. 

In 1978. tim Suprmc Conn hrld in Floei thm a cUim need 
"ncN       cover ewrv conccivaMc applicMion of the fonnvli" 
to be nontiHiHory  4}7 US u !B6. I9t USPQ at 196 T>ut 
tlKiuon leti undefined wtwi conwrniirt uatutori wbject maner 
In y^uhtr the CCPA modified ihe wcond ttep of frttmam 
lo require a mon pouiive approach u Jeiermining what it 
cUimcd. 6lt F2d ai 767, :03 LSPQ ai 407 

If II aivean iliai the mMhenwucal •Ifonfhm n 
iinptemerwed in a tpccirK mafuief lo dertne tiniciuni 
reUitonthipt between ihe pdyiKal elememt of the claim 
iin jpparaiui claimo 'W lo fTi'me or Umu claim ticpi 
<in proccsf claimii. iM vUim tieinf oihrrwtM uaiuiory. 
Ihe claim paaaei mu»icr under 4 101 If. however, the 
mathemaiical alfondwn n merely pretenied and tolvcd 
by (he clauncd inwcffliort. u wu the case in 0/IIKM 

jftd fUiok and II AM appttcd in any manner lo ptiytical 
ekmenu or proceti ucpt. no amoyM of poai-w4iilion 
activity will render ihf claim uatMory: nor ii it %avcd 
by a preamble merely recitMig the fktd of uie of the 
maihemaiical al|onihfn. 

The CCPA noted thai while the Mcond step of Frttmom 
• » (Mfed m lermt of precmpiian ' u had corHiuendy been 
jpplicd in the ipini of the fot«|oinf pnacip(t»- ' 6it F2d 
M 767. »3 LSPQ at 407 

In Aheit the CCPA funher modiriad the lacond pan of 
the ie« 10 provide a more compiehemivc ie«L 6M F.2d at 
"06-7   :i4 LSPQ ai 6B6 

Appellanu Mimnunte the Wal$rr leH aa letung forth 
two endi of a tpecinim: vhM is now clearly 
noiMUtiiiary. 14 . claum m whKh an alponUwn u merely 

d   lolved   by   the  claimed   mvenuon 

, khether mtm mnaun 
oUierwiic uMMory Tim analyw focuictofl »deiMif>inf 

Ihe uaiuiery proccu in the claim and itcomiuefn with prevwui 
caaci tMch at W^im 611 F2d at 7W. M5 LSPQ m a» 
I Etafninauon of each ctaMB dcoMminiei ihai exh has no 
tubuance apanfmn the cakvlatiom involved 1 ThcicchiM|iH 
of viewing Ihe claim wHhoM the madiemaiical alfondm 11 
not inconstuerH with the rcqauemetM ihM cUimi m««i be 
considered    u a whole ' under | 101. 

The requimneni thai claum be comideied "aa a whole" 
anne out of the now rejected ' pouM ol novchy ' jpproach 
10 uaiuiory lubfcci maner Under the poMi of nmeliy ' 
approach, ifaclaimcomtderrd wiihoui thenomiaiMorN Mibfeci 
maner wat unpeientaNc over the pr>or an n c . >1 the ^fomhm 
*u »i Ihe pmm of novelty of the claimi. the t:Uimi were 
found to no« recite uatwtory \ub|eci maner Thii jpproKh 
wai comiucmly reiccicd bv the CCPA irr Im re Ci^wtJ 
Ui rZd 152. 191 L'SPQ 7W iCCPA I976i. t,n Jtmti 
4MUS 173 11977) /«fr£)euijf* 53) F;d6*» fUSPQ 
645 iCCPA 19771: In n dt Cusielei ?62 F Zd i;?6. 193 
USPQ 439 (CCPA l977K^rrf«wii Striof Uifier ThcpouN 
of novelty approach wai rinally put to reu in Dirhr 430 L S 
M  IU-t9   ^ USPQ at 9^ 

IndeiemiiningilKetifibtluyofreipoMlenn wlauned 
pnx«u for patent proiecuon under % lOI. their cUuns 
muai be conndered u a whole It ti mappropnMC 10 
diuca the ctaimi inio old and new clentemi .ind then 
10 ipwre the pmenccof the oldclemenu m ih^- analvtii 

The '' novelty ' of any elemrm or f lepi in a proceti. 
or even of the procrtt iticlf. 11 of no relevance in 
deierminiitg wtietfaer the tubject maner ot a blaim falls 
witfun the I 101 caiefonei of pottiUy paienuMe 
iiibuci mioer. 

Uodar the MCOTHI KM of Ahrte iha claimi «« considered 
wnhow die aliorsdMi 10 deiemune whedier what temains is 

whKh an algorttfvn 11 unptemetMed tn a spacifK 
manner 10 Jtflmt strmcmrai rrlmnotahtp$ buwuim iftc 
phyiKal etetnenu of the ctam iin an apparana claunt 
or 10 refime nr hm» iitpt tui a proccu> Appellanu 
iHfe thai the iiaiemeiM of the lesi in Watur fub 10 
prtjvidc a useful tool for anatyitng cUum in the "Ki«y 
area ' which falls between the two enda of thai ipactnMn. 
We afrte dial dw board' 1 undenundtng and applicaiMM 
of ihe Wtlur aiulviis iutarm appellaM's poamcm. 
However, the Waitwr analysis <|wiied above does not 
limii psientaMe lubfsct maner only to claims in winch 
UAKtural relaiioftships or proccsi iiepi an definotL 
limiwd or refined by the applicaiion of the alfomhnt 

ftadiar. W^itr should be iMd as rcquinac no more 
than thai the alfomhm be 'applied in any manner 
10 phystcal ctcmenu or proccsa siept. ' pipvided thai 
itt appliCMion IS circunucnbad by more than a field 
of use lumcaiton or non-csacniul poti-ioluoon acwiiy 
TVM. if dM claim would be otherwise statwiory. ' 
id. alben unperauve or lesa uieful without the 
alfornhm. the clam likewise pr«aeMi nauaory sub^eci 
maner wim dw alfonthn ta nchidad. This broad 
rtaduig of W«tor w« ctmchMle. is in accoid with ih« 
Supreme Com daeisKMW |holdiii( "thai a claim drew* 
ID subract maner othrrwiw suonory does not become 
nontiaiwor> umply because n uses j m«hemai)cal 
formula, compwier progrm. ot dttital computer. ' 
DwMMtf V Ouhr 4)0 US M ir. 3)9 USPQ a f |. 

Pie rcaaoa for the modification of the •« 
H noMd m AWte. 6M F 2d ai 909. 214 USPQ ai 6U: 

llie alforfllMi |m AArfel dot* nm neccaaanly leflne 
or IniM dM earlier stepe of prodMction and deMcoon 
aa would be required 10 achieve the status of pMemable 
lubfea maaer by the bocid'i narrow readirkf of W«firr 

The second ie« of AbtU sufgests thai die < 
of whedKrihealpondMi is "applied in any manner » pttysicaf 
elememorpfQcmaMepa'" may be made by viewutf dtcclauM 

C. Afi^tKanom of Htt two-pan ten 
I • 5iep / • prtuttcf of a 

4. Mmktmmncai altontkm 

A Riariiematicai aJgonthm is a "procedure for M>ltin| j 
given type of mathematical problem " In this %eine. a 
mathematical algonthm refen to methods of calcuUbon. 
mathemaiKal formulas, and maihcirtaiical procedures 
generally. Wmlur 6IIF2dM 764-«5n4. 203 LSPQ at 405 
n-4 "The type of mathematical CMTtpuiauon mtoUed does 
not deiennine whether a procedure 11 uaiuiorv or non«auiior\ 
/« re CW«ov«f*.593F2d 32.41.201 USPQ136. l43iCCPA 
1979) A 'claim for an improved method of cakuiaiion, even 
when Had 10 • specific end use. 11 unpaieiuaMe wbject maner 
undv I 101 - Floek. 437 f S ai 393 n.ll. I9t USPQ M 
in iLll. 

Hahwiwical alfondiii may rcpresem tcicnufk pnnciples. 
laws of nMMtt. or itea or iMnial praceaaes for solving complex 
liiublwii See Meyar. 6M F 3d M 794-93. 213 USPQ at l97 

man and energy (E • mr|. and laws of nature, such 
•a dM acgelenoow of gravity namely a • 32 ft/sec ;. 
CM be rtpnumed in mathematical formal However. 
seme matheanatical algonthnu and formulae do not 
ifpniaiM snennfK pnnciples or laws of nature: dtey 
lepwuid idem or mental procrtaes and are tunply 
logical veftadn for comnwucaung possible voluuons 

Sev flf 10 Sa^ fhiki Ivmmum Corp 
CoMni.tmc . 706 F S«w  1146. 10 USPQ:d |733(DDel 

by man. and madwnaiKal tlgonduns 
rapRMnong diacovenas of icMMrfk prwciptos and laws of 

~     that bm always eaismd. 
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daMM. TiM MrtnuM Mad tt to *aA te mabai mp» m 
wrni of "ratam far" tif^ pi nil by 35 VS.C t 112. 
tuOi poiaiiiffc. WMc Mdi • daai n«dnicany t "maelMc" 
or "appwttM" cliMK. die co— hive Md UMI (dnn of tht 
cUoB ten not coMfol wiMdNr tti* totaa laMttr is mmmon. 
S**lmrt Mmmcorps. fiOV FJd ai. «U. 203 USPQ 112. tli- 
16 (CCTA   l»T9): 

: itae fom of the 
cteMi IS oAn Ml CUROC Bdnftmc-" '<< n Jokmsem. 
tt9 FU 1070. I0T7. 200 USPQ 199. 206 (|CCPA| 
I97t). '"nio«gh I dim nwtiMd vi 'HHIM far' 
(functioMlt wm (Hndcr 3i US.C. I 1)2. ludi 
pincri^l » uid to be an ipparMMi d 
ntaoer at a whole of iha cUun may be M 
from dial of 1 method c liMit dnwM to rite M^ peffomad 
by dK meam. - /« rt Frvrw^i. 37] FJd M 1247. 
197USPQ«472.hlanvw.d 

clum will be ncaaid aa if M were dnwv lo *• i 
or proocas wfMdi taaamprntm att flf 
-meMt. - SM /n <T Mmeoiwi. «0V FJd ai OS. 203 
USPQ M tl5-«l6: /• rv 7o4u«i. 3«t FJd ai I0T7. 
200 USPQ mIOklmrt Fnwwmm, S73 FJd • I24T. 
197 USPQ « 472. TlH j MM« of *• dais 
•nder | 101 twifl «m dapand m 

See «b» Wovr. «« FJd ai 79) BJ. 2IS USPQ m I9« O: 
<U»<e. 6M FJd • 909. 214 USPQ M 6tt: f«^. 6M FJd 
M 916 a.6. 214 USPQ « 677 IL6: Animt » t/awrf Siaar*. 
621 F.2d 421. 427-21. 201 USTQ 397. 404 (CL CL l9Kn. 
c*n drmud. 449 U.S. lOH (I9tl). fthf *Mf<rf. 490 UJ. 
lOW)(1911V laMoMrerps. •!• HMaoMcf vanoM "MM" 

die dam inm ben| dtaaad as a aadnd. A daMi ii MM 
pwwined te be iiMwnt^ •••9*7 baeaiMe a is at 
nmL 

rr XtcAnm. 363 F.3d 1026. 193 USPQ 340 (|CCPA| 
t977>;/ji(vFlooi.339F2d2L 195 USPO'MCCFAI 
1977). crn fremrd »•* mmt. farUr v Ftook (437 
U-S. 3S41 f 1971). Other cUiiRi may luc pme ID ri press 
a mathemHical computauon or lo indmaly reciic a 
madiemaucal equation or famwta by means of • proK 
equivalent therefor S^ t g . Im rt Oe Cajtrirt supn 
(cUimi 6 and 7). in rr WmiAamm. 339 F 2d 611. 194 
USPQ463(|CCPA) W77) A claim whKh uibuiiiMet. 
for a nuihemaiical formula in ilfebraK foim. "words 
which meaji the umc ihui(." nonethekst rtcitet M 
aifonthm in ihc Sftoit leiue /« rt Rictumn supra 
363F2d>c lOM). 195 USPQ u iM Indeed, the daunt 
at issue in Smton did not conuin a formula or equation 
CEpiesicd in mathtmaucal symbols. 

Claims which tnclwk mathematical formulas or ealculatiom 
expressed m mathemMKal tymbota clearly include a nuihc- 
maucal alfonthm. Mathematical aleonthms m pnne fonn may 
beexptcsaed as literal translations ofthe rrufhematicaJ ilfonihrn 
\M.%^ lubaotutmg the cxprvssian "divtsMn" or 'tafciny the 

" for a division iigniormay be cxpmsed m wordi which 
: the maihemaiKaJ iJgonihm. 5rr Soft Flight I nsirumrm 

706F Supf) at 1148. ]0USPQ2dai |734<tut)traciing)MMr. 
664 F.2d u 90S n.8. 2\* USPQ ai 6(7 nt VThe slfonthm. 
caJcttlantu the diffcrvncc. n dermed m the speciTicatton at 
a Gautaian wdihtuii function "V In rt Taner 681 F 2d 787, 
79a 214 USPQ 671 681 (CCPA 1982) Isumminii /n rt 
JelmmM. 599 F.2d 1070. 1079. 200 USPQ 199. 208 iCCPA 
1978) ("'COfnpMtinf' ccBBOiei the cucution of one or • 
icqBance of mMhemattcal opefatwus'l: /w rt WaUhamm 339 
FJd 611. 194 USPQ 463 (CCPA 1977) (method of claim 
1 "tocowm" the mmber of busy lines "lolvcia mathematical 
praMcm. to wu, rotumaf a number of busy lines m a lekphone 
t>fi." /« rt tradlry t£0 F 2d 807. 810 n.4. 202 LSPQ 
4K), 484 «.4 (CCPA 1979). ^frf b* Mt t^^Hy div*ded €mrt 
M» mam.. DtmumM v. tndUy. 430 U.S. 311. 209 USPQ 97 
(I9ti)). 

h IS MVt ilwayi possible lo determine by inspection of the 
claim witethef ii indirecity TTCtiei a maiherrtMKal algorithm, 
in twch instances (he analysis "requires careful imetpreuuon 
of each claim m the lighi of lU tupponing disclosure ' JohMon 
3t9 F2d at 1079. 200 USPQ M 206 .S^v o/so i^ ai 1071- 
79. 200 USPQ u 20i ("the Dow dia(rams wtuch form pm 
of dK ipacificatton diiclose eiplicii itiaihcmMical equations 
which an 10 be used in conjunction widi each of these |claimed| 
tmpt (of 'detemuung' or correlating'!"). WmUbaMm 339 
F.2d 61 L 194 USPQ 463 (' senes of steps for manipulam^ 
bttMry fwinben wnhui s procedure for calculating ihc number 
of binary I'l andO'i present" WM considned a mathematical 
alfonthm. Gtlittr^tch 993 F 2d at 39. 201 USPQ at 143): 
Im rt SHer^^ooa 613 F 2d 809. SIS. 204 USPQ337.343 (CCPA 
19«0). cm demtd. 430 US 994 (19tl> ("claims must be 
•aid to include the indirect rectttiwn of a mathematical 
aqwaon"): Mrytr 688 F 2d at 793. 213 USPQ at I9« Iclaura 
mdifacdy "recite a machemaucal sigonthm. which lepreients 
a mental process thai a neurologist should follow") 

2. Sirp 2- is ihr immlmmmneat algonitim 'appiifd 
M Miy •Mwirr' to pkyttc^ ritm^MS or pUKtss 

HM HCond ie« IS to iktcmune whether the maihemaDcal 
I IS "applitd m any manner to physical demetKs or 

•oceu ssapa." THt guKklinc for the amlysis should be the 
CCPA's iHtestMw in AbtU lo *iew die clean wtthoni the 
MadmtfKal alfonthm lo determine whether whM remams 
n "odKTWtM atafciory ": if it ts. it doas mt become norauiuiory 
smply because it vses a maihemaiKal algorithm. It u recognized 

. mMhemMcal aigtwdBe vm mptm m WMIV facfa. Aa • 
1 Fr*9mmn. 373 FJd • 1246. 197 USPQ • 471: 

aiportdMi may vHy coiduiMy. la aa 
farmula or atpubon may be npfaaMd a ndibtml 

"UPi paieiMablE    process    and   an 
It 'pnanpte' ii not always ckM" Fiook. 437 U.S. 

«'St9. 198 US^ M 197 There are no defiruove "tests for 
awhailMr a claim positively recites lUBMory subject 

r^er. 6lt F.2d M 796 n.4. 213 USPQ at 198 n.4 
•aa. aooM «tc(«l gmdriuics may be symhcsucd out 

of d* cswn ( 

I alfedriim. SM. e.f. /« 
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irmtonlylifl 
II imtfmrtCMi or « 
cUinm) iMbfea mamtt a woMuniion fioot. *it VS. m SW. 
198 LSPQ u I9> 

Dvnoiionifuipow-tolMianKrtivrn cantrmsform 
M unpatenubk pnnciptr iiMO • pMenuMr promt 
lUlU form o«cr lubiunc* A compeitni draftiman 
could tfuch wmc form ot poM-ioltiiion acuviiY to 
aknou any mKhrmaiical fonuiU. tiM Pyduforcan 
ihtoitiii M'OBtd nm have bMfi ptmnutit. or panially 
pawntattlB. btvainc • paum •ppttcauon cmaaiiiaij a 
fiiiAl itcp indKUing ihjt ihc fonnMla. when wtvcd. 
coHkl b* ustfully apptwd M CKiHinf t4WV«wuif Mch- 
niQMrt 

iMi^ficaM poM-icMion acttvicy by itttU ii MMfTlcttiM 
to comucMK a itmmorf praccsa. In Fleoi. ihc AMI MM of 
ttfvant •" •'*'• '*"*" *** •^(x «tfAc«nL 5M O^ Stft fhtki 
tnmii urp o{ "Ttcam (or pracruwif latd <*indilMw uptai 
10 provMla HI indKMion iiinvMuting ihc irtacmiiidf thmo^' 
not wfricwni); AbeU tUFZau 909.114 U$PQ at 6H IAMI 
ucp of diipUy thai the ntaub tt tu^tMywt m a aba* of 
jny rattier than u umpty a nwater pnwtdea no gnaia> or 
bcncT infoonauon. catt>(denn| Us broad nagt of ap^vaeHM 
iMmniMa<iil by tlM CIMM k. W^btr «ll F2d ai 770. 203 
t'S^ X 40* iftaMi Mcp ui depcatfaai dum of mafncuc 
locorduif: Iff lOt coirtdbctMiafMby ihamcfCfocardwaa 
olihttrviluettmtmmmao p*BC«tao«war«co«<—dium. 
even the moa vaikiUad paiMi intamm cowid prowxlt for 
Mch a mp ). CWiwtwr*. 39S Fid ai 41 n7 201 USPQ 
M U5 n.7 inaal ilcp of Momg otnpvu: 'each of ibe lacpa 
of (he claiimd proctu. escepi pertupa the final ucp of eqMiMif 
(he pr«c«» output! » Ihc valwaa of ihe laai tct of piocaaa 
inputi directly or tndirectly recitn a maihemaiKai 
compuiMMO ) Sartsf 3U F 2d at 1J3I n6. 200 USPQ ai 
1)6 n A (final nap of caaamwwn an otagwcnaii n a tocMioa 
deianwinad by a n 
ueoabndfaof^ 
cfhcTr«« » bruif hn praccu witfin | lOr'v. dr Canrlrr. 
362F:d« 124*. i95USPQM*4«(r.nal! 
"TKai the compuier ii insouciad to uwumit elecffKal atfnaia. 
rrpmemmg the mull of ID caicalatMM doaa nai wnaiforw 
UK claun mo one for a pvecau maRty mi*m$ an alpondan"). 

The abaanca of poai-aoluoon aciivtfy or riia fan tm any 
la only ooe Cacaar lo ba 

I u Walm. 611 FJd « 

proeeu compnainf the caialyiK cheniKal canwcrwon ol 
hydrecarbom 6»i not tcrvt to nendar (he aieUiod >(«utoo •. 
Water 6tg f2du 769. :03 LSPQ ai 409 i'Allhoufh rne 
CUMI prcambtei rrlau the clumed m^ewion to the an oi WIWTIK 
pmpeciin|. the ciaum ihcmiclv«t an not drawn to mcifMai 
of or apparatui for wiunK pnnpccuA| >. dt Coiuitt >A2 
FZd 81 i:u nb. 193 tSPQat 4J« n 6 < TSt pMamtal tor 
miKoruuiKUon of preamble lanfuafe R^wm thai compciliAf 
rvaion euu before that lancuafc may be given wciihi ' 
Com^Mtt WoUtiam^ iS9 f 2a tt 616 n6. 194 LSPQ 4A« 
n 6 I ponion of preamblei lefeiiail lo tn neihod portion of 
claunt  'are neeettary (or com^leaaneu of the cUiim 4nd ue 

767-61. 203 USFQ M 407: 

of acla •d invfl) IKM It a pMfV 
mawtar. aa m Bmaem and floot. the iwaaaioa u 
noMWaaory lafsdlcaa of any poai-iolwuan annmy 
vtadiinakat H a*a>tobk for Mc £0* a penon (v naclMia 

i to AMr. 4*4 P 3d M «0i a.f. 

e   0«u-r«riWni*( trrpi 

to Ihc 
r dau-gadtenng Mtpa whtch ' mrrclv 

>alun for ihc vanaNei uicd m the mathetnaiKal 
fonmiLae uaed in makini the calculatortt. MKh antrcedrni 
tirpi are miumcieni lo change • nomuiutory rrwihod of 
cakulalKW into a iiaiutory preceu Srr In rt knitmam ^e) 
FM • 1030. 193 LSPQ *> >*) W»«r 3U F :d «i I')5. 
XX) USPQ ai 1)9 ("If ilM uepa of gaihcnng and wtMUiutiny 
taluci wen alone tufficient. every mathematical equanon. 
formula, or aJgonthm having any pnciKal ute vowld be per 
M wbject to eaterwing aa a proccu under \ lOI~>. Gtiito- 
-aick 393 F ^ ai 41 n.7. :0( USPQ M 143 n 7 t'claimed 
uep of perturbiRg the value* of a tct of proceai inpwu i»Mp 
31. HI addioan to bcmg a madicnaiical ofwrauon. ippvan lo 
be a dam-iadwmg wep't W>MC dH claw ' pmcnu ilau 

by tha alfondan bwi by other 
the clum 

fUBMory wbfaci manar. A*rir. 6|4 F :d at 901. may Btaacni lUBMor 
214 OSTQ m 617 

On ma a*ar baad^ aa I 
214 USPQ « 6CT a.9: 

'dK fan ibai [dial t^tmm i 

363 Fid • 103a 193 USPQ ai 343 Arcvrrf. In n 
Tmtr. 611 P.3d 7f7 (|CCPA| \n2\. o««ry^*» lu 
fvC*n«naMN.47| P2d 13*2.171 USPQ 33 UCCTAI 

"MHOpadf 10 IMM ftc inc of dM fonrnJa :9 a paniruUr 
laUfuhilnal I•   iiiia   'D-thr 4X)U S at Wl 20>*L'SPQ 
at la Tnaa. "' 

d. Tr^K^ormtmam of tomtikimt pkfuc^ 

la determmng whaahar die ctaun n 
I raathemaatcal algondim. ti ri inefut lo analvir 

dme 11 trmniformaiMin of wmcthing phyttcal mio 
a dtfTercM fonn. OM diiunction ii made betweew tnmtormaticn 
of phyMcal "ugnali' from orw pfiyaical uaac to a differma 
piqritcal itaie. a Mannory proceaa in the etacirKal ii\\. and 
mara matfMnaacal mampulaueo of "daia * *hKh. by niclf. 
la MM a lUMRavy pracaaa. Compmn Tamrr tconver^ion oi 
"labaiaHially tpiierKal leiamK ugnab" imo "a form rcp- 
laaaauni iha aarOi'i rrvponaa lo cytiadrtcal or plaoc wavei ' 
waaauMiorypfOcctii. SVr^^ioJ 6t3F2daill9 :04LSPQ 
m 546 Iconvanian of ampUiude-v*fi«a-tiine leiamtf tracct into 
anylinidi-vcnm'depili tentMC mcaa was Kauaory preccta 
baaaaa ii' 'coowem ooa pkyiKal dang imm aaoiher phyt«cal 
duag |«8l aa any oihar ataoncal cavaury «i««ld do '<: and 
/a*iuBwiiadMifacforramo»a>tiwiiaaaidwa«aaffBW>a»et*mK 
nca waa suoNory noccaa)-. v«Nk W^hrr 6ll F 2d ai 761. 
710.203 USPQ ai 407.409 hf "the ctauaad atvaaoon pfoducet 

Che f«a dH( u la i^naaaaad m numartcal 
T dw ctaaa nanaMMMry" bwi finding thai 

' may iifnaaaiaitfHr pliywcal quanuuea 
aad rtiaa wan lo tm alfonihm nvlf 

pphcauaak i>iffcwaa imediad of cat- 
oriauag aHtanw radar boraaighi corractiea angk from a 
phgaiai ef tiaaal lau woi luaaiery i; Cfiwowaw*. ?93 F :d 
at *Z. 2DI USPQ Bi 143 (wtiare dK cUan »eWy raeiv a 
ma<wd wheiaby a aat of mawban ta cofiad tnm a dtffcrant 
Ml of nambert by maitly parforwaig a icnaa of oHhemaucal 
conMaooaa.ilMcUwrndoneiict fei*aaUBNary peocaat' '. 
aad arajoff looavcmon of naa^ codad dacMiiBi aumban mio 
pan baury namben nM tataaBryt. Ii a aumfaai dtai the 
lUaawr^ natare of the tubfan fi ' 

AaadMT taaae n dK affect of MTuctwil Ii 
ctaaw. Whila toKOHBl hnutaoom m mcdmd claam ait n 
latpiMpii. tkty art uaaatty not eniiilad lo pamaaMa wcifM 
atoiAay 
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•»€—. %t tKum. 40» UJ. • Ti. ITi USK) m 677 Id— >«M> «< lq«raaMon <Hinn< wd aUnn laiic Ms 
iwnut —at»"liniiw<li<liiy«»")-.ll'ir»i   i. }» • Mm >dM o( 
rjd M tit. 194 USR} • «t) III mill I liw—am m tm 
tmtmrimt»midtmttdeCaatln.MlFidm H44. IW la * K 
USPQ • M7 ("Clan 
MuaaKilly Mitf •vvuMy taeaaii HniaHi wfm MBW- whenji Bo n Ac cunnH ilni bat «nd K ii • 
poiMMH of whliMi M ^pKHH"). UH icliMd fnMc« of pitdncimuMd tlMiB OITMI wtuch canrHCr 
ipaafkaraaHillMffMitHippinlMdMaHhMbMniiaHd, 11) demnumnf the pRwni VIJM nTuid preccu 

ILC.I.b. vKUblc. wid pmcM vilue bniiff defined u PVL 
<2t dcMimmifti • new ilann MK BI iiun| dv 

D. Sjm^ln foikmiflg cquuion: 

BI • BollO ' F) • rvUF) 
Tilt ralto««ig cl«fli »M Md w racNt waMlaiy Mtficl 

miMr. wkcrc F b I pwdenmiined ountcr ptmm dun oro 
Md ku dMn lO. 

I    A dHAed of optnoag t nA6cr-«H)IAat PRU for {3) dMuiiiiwn m vpdamd Mitim luiui which it 
iiilllll mayoanA Mk *• ad ol • d«dll diftad a BI > K. aid danaher 

(41 adiulMB tad alam loiH lo i 

iaclaiaid a 
hMaa |0| lofMlHi rn» m dailtal. brv (    Ha cUn 
gaKi]v«jaaaa(l]rce«Mad<O«Hddal0«acllbacli oonpenint dMenmfUAt a nrw elam baac m ncp 72) MH 

of lad L uiidHMil baai dul^d. ay uMinauin ai "alam Imi" « sa^ (31- 
« iiaaad (a) dapaadad opaa da faaaaay of da iap 2 WWn vawcd widaw da ncpa of dw mahanaml 

pamcala moU of da yMaa. altiatlfca. aapa (2) and (31. da oofy lomuoona rcmaiuii 
latMUnf an aMtrval noar a aad oaaiddaa tpm da an da imaiidli linuaaaion iramcimg da fald o( wa lo "a 

dean of tte pnta tor aoaaafMi da afapHd Oda of pwaaaa codytunt da caaalyuc  chenncal conveiven of 
J lap of aa^ (I). and da 

a»neladlydllaiddanB*a IIIIMIII (Z)o<«aaeld     pda.<oMaon aep of ae* (4). None of daae lia na 
a a lacana doaafy a^aaaal a da aaU eavdy a da     nap an"odaiwiM aamaty" yancdaa. TWdaaiiedfca 

c«naaaily)li i«ai>acaaipalar»i<l>daipan—«     dan da apptaaoon of (ta caapa 
(21 

lapadiiilj cakafaaap a da eaa| 
aavata daad aaa* can. da Ajita 

h > • CZ • I In Atttt. dan ] aaa Wd a 
•fan < a da Bol w)i i il emt dna. aanaadderf 101 ilaiiaadipa 

iveb danm *e oae aack eaid cakalnlan ol •a leal 5. *ai>ildHlnlijln liana field een^ra^ 

opaaafdapiananannttaBTalananMcaanartnn o< da dan a a diaa pane n da IWd and da aiaiani 
iiidliila leii   111 II oalaeoraadaBnanBanafdalieUnlachandaiS 

laU paaa tar aeek pani In nM fleU. and 
S«r f  Tka dam camna ai adaanan ta eaMdlilv da dteptarn) da ndaa of nld drfbnnca n a >i«ad 

a aold nan;   la • • CZ « a. my aale a a p— a e |liMii »>ic» uaiaapmdi 
aiyiTboLlii   Ii ndienaanrle ililimi liiniii n > md dna paM. 

"                    -'• «. 1W naiim of data > ataadi md daa Ii X. 
m alaaidm Aa lamd a /IMr ltd PJd a OT. XT imnamoa *m >ililaL» n a no i 
)aaic 214 USTQ a Mle Held bn e < 

la fM^. nna »t da«a a ba add aMan da S^ '    Clma S 
ildiiitiiii.ne;  iliJd—baa^iaiiafcrcmdB "cafcatami da Mhn 
nibber. alkaa|b d aa^ an aoit n nal mca *a Hcndm n a Oaaaan    i »Uu ftaaina. 
la aill nne »onld dn be n  Ij caaaaBad. Sim I  Wbmrtan 5 la meed iHdiea da nia  ii 

dfoimn. da a^ la^mn^ Idmnian a da poa.«e 
naaaptndapneeaa.4»U.S.a ir. VtUVQa t: am**? of •#H) ag da nnH Tie daplilF >T "adf d 

oahida meaOaai rabka a a pan. daalaa da noU. dm "Me dfannn ia aemn emlidlk^rmpiknlY ^,— 
conaadir toiiiaiea^ da )iiii  a?>e nmd. a aq. canan pncdat." <M Pjd a M>. 214 UIPO a «ti 
conandv lacaliiladu *•  npiiipilMl can ma HsMvor. »lan damndad clam f •• added a da Una 
III     J II         I- nil ilillTliilll       J    I af dmn 3. tB4 rjd a dOB. 214 USTQ a trT4(: 

I da pan a Bapadper dna. 

T>ie uaiHiory nmee of da dam n dn beem on Ba peel- da pradacmn. daacam a 
BOlinian acnviiy cif opawnf Ae paaaa. bn m Ba ^plicmm be pivaa am aooM learii a a oonveidiond CAT- 
of ihi maahetnaucal alpoaain a mm adate pnoeae. acm pivceea.. -. (W)a inew da pi oda dun ilamian. 

2. rarUr y  Flmk amaneMiaraym 
of an   IliilBaii n da 

Tla Mlo«ai| dan a nmt an bald • ncm aamanait 
am. m. Cnam 

A. -Cam 
1. A mamd far apdaing tte valaaaf a leeana 

alane Inat m a ma em pinean vanaMe naahad        A "pincaaa" or "alBortdm" to a aa^^.4aap 
'        ~        '     a-     n amae a a yam aaak. la da paaan ana. a ' 

64-783 - 93 - 7 
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titWMHj (or *»»«• at *k Jfca.   [ft|a* « 
«f iK^ pcrfofwrf to* I c 

caaipHcr prapv 
C^immmck 3«5F:dai43i(5 201 LSTQM l4lO (Matey. 
CJ. dMnuag)  WhM n Mi«f> u be praMCMtf »y ••NI mru 
m **, 201 tS' 

^- ^<   ""T^*^:,*'* f^ f ^3  201 USTQ M 114 

•n  FOtTHA-N  IV   rmtr bwli  MO AC 

TIH it^ttwm Cm 
pwfiiw tmprr tt im—n « HBWI—nr)- Tte 4 

la fmfM aari Ow*r  aw c 
•tfwiJiiwiUCililiiiiiaiiiHipiBM—ibyia 

A S«* 3W F 5tm 1J» IJ*T. :i| tSTQ 111. :i* O 
DM I9t3) Mm* 

TWCCPAHMM 
!»•• 

tr a cflBipMrr pfoccM clMK doc* not cem^trnMrnrnMuM 
•IfanMM M te (MXM «nc. die wcond ucp o^ *c f Trva*- 
Vattrr-AArir «fl a •« loclHd. «id (he cUoMd nAfCct aitfKr 
^nU MMUT te 11—1111 

The ntiticnai •pproacn ^ itir CC?A ID nie PTO'f rT^ccnaa 
of cora^Mer praccuci is iiowiiBKnr^ »<pfcci ffuocr rvM Occa 
Ml •OT*T ">• tw^-fi WH tor suitwmaacil «l(on«m ja4 
IS fuM Maaaory vto^a mMKr if die cL^as Oo not ncac a 
--^1 I'llgiiiiilcc  Sctfiar^ bUF :am<*\t lULS^ 
• tiTt ipncns for co"*-*»*-»y S-T^TTT ;*"y».- —r •*»<ICT 
profjwn '"•« BT -fjix o ""nd »r« -i*flefflJt»iUi fdrraua. 
cAkiilaUon. or Ufomtun rafter tecetfy or M*wcTt;i iccaed 
tfi (he ctarincd Mcp« of naiMng. ca«p*M. aonaa. jai 
ewcwiirtj   1  /., rr roic 373 F 3* tTl |tT_ 1*7 LtfQ 15:. 

tJBfwifc. e (. Raasaa. le a ijr|a tmnt laapape. r f - 
Eaclcth |»e|ai«tfcMcBfiad«iT*naor«**rctrcciuiiaa 
of a pnccdMc for tahwa a awAmaaraf iwaftlu • /« 'V 
ffa//i»i 60t F 2d 17*. nJ. as USPQ97I. «TS iCCTA |9^> 
tpraem ror pftpanag mKkmemnt ipccifcwcai -Ow 
M^jio of dK ctaHH oa #pHi ir««i*i as laraMaL *fcctl> 

fwmmi.iliFUm I2«t. tf7USrQ«47| r TiKR 

pra^nai rnvKHf a 
Ow^ d» Coan hcM dui die dj 
ftMHory pRKCu for eimng nrtibci'. and thai the mcltaioa of 
a aMriMBMncal •Ifonihm or compMwr profram did not aufc* 
daarn aaawMwan'   TV ciawn in float r 

r 423 t S. 2t«. IW USTQ 257 (IfUftk 
rr* g om omm luwii^r /i >v /otaiaM 302 F 2d 763. It) 
tSR}l72lCC?A I9?4>. fXMcll ni«oK«d a - 
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APPENDIX 4.-LETrEE FROM CHAIRMAN WILLIAM J. HUGHES, TO D. 
DENNIS ALLEGHETTI, PARTNER IN THE LAW FIRM OF AuzGRErn 
& WrrcoPF, LTD., DECEMBER 23, 1991 

ConjpBB of the %lnitd States    ^^s?S" 
ttODK of KtprtKJIUlBlU 
COMtUTTEE ON THt JUDICUirr 

2IUIUTI 

WMKMraa DC XOtlKUIt 

Meaabw: 21, 1991 

D. Dennis Allagrattl, Baq. 
Alla^rattl i  Hitcotf, Ltd. 
75 Stata Straat 
Boston, m 03109 

Daar Nr. Alla9rattit 

Thank you tor taatifylng bafora tha SubcoBaittaa on Intallectual 
Proparty and Judicial Adainiatratlon on H.K. 1417, tha 
Blotachnolo^y Patant Protaction Act of 1991. Your tastisony was 
axtraaaly uaaful to tha SubcoaMlttaa aa tfa datanlna how bast to 
protact blotachnoloqy invantions, and, at tha saaa tlaa, safaquard 
tha balanca and flaxiblllty of our patant systea. Thara vara a 
nuabar of quaationa that I did not hava tha opportunity to ask you 
at tha Novaabar 21st haarlng, and I would ba vary grataful if you 
could raspond to thaaa quastions in writing, niaaa questions ara 
as follows: 

1. Row will M.R. 1417 affact tha patanting of chaaical, coaputar, 
and othar procassas in araas outsida of biotechnology? 

2. Hhat ara your views on the Adainistration's proposed aaandaents 
to H.R. 14177 

3. Are thara any axaaplas, other than reeoabinant Erythropoiatin, 
of biotechnology products that hava been aada abroad through use of 
a host call patented in the United States and then iaported into 
this country? 

4. Could the Patent and Tradaaark Office (PTO), or patant 
applicants theaselves, eliainate the need for legislation by 
designating processes for producing reeoabinant products through 
use of a host cell as 'proceaaes of using" as defined in 
Pl.iirtHMjinn? 

5. Hava there been any laproveaents over tiae in PTO's review and 
dateraination of biotechnology process pstent applicationa? 

• .   Aside froa the problea of unfair iaporta, what if any 
consequencea could result if a biotechnology process does not hava 
patent protection? 
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7. Do you ••• any dangar that anactaant of H.R. 
uncartalnty in tha araa of procaaa patant law? 

1417 could craat* 

X appraciata your interaat and tha axpartiaa that you aharad with 
th* Subcoaalttaa on this iaportant >attar. 

Sincaraly, 

Subcoaalttaa on Intallactual Proparty 
and Judicial Adainiatration 

IIJH:afv 
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APPENDIX 5.—LETTEK FROM D. DENNIS AIXEGBETTI, TO CHAIRMAN 
WILLIAM J. HUGHES, JANUARY 20, 1992 

LAW Omccs 

ALLCGRETTI a WiTCorr. LTD. 

75 STATE STRCCT 

)iTH«TUi* BOSTON. MASSACMUSCTTS OXIO» 

JAN271Q(» 

CHANLC**   eA*A Til IfrHW IMIII  \l..%,^k_ CH<MSTOM*C» 4   NCHC' 

•TKMaCN P   BMCMVr* 

RECEIVED 

n.^o_«..«....«>   Sub on Courts 

January 20, 1992 ...-r.-^ .»€«>»«.• 

Tha Ronorabla Mllllaa J. Hughas 
Chaliaan 
COBBlttaa on Intallactual Proparty 

and Judicial Adalniatratlon 
Houaa of Repraaentatlvaa 
2138 Raybum Houae Offlca Building 
Waahington, D.C.  20515-6216 

Daar Mr. Chairaan: 

Thank you very Buch for your kind lattar of Dacaabar 23, 1991. 

I offar tha following raaponaaa for your furthar conaidaration of 

tha iaauaa raiaad by tha aavan quaationa which you poaad to aa. 

1. I ballava that thara will ba Incraaaad afforta by patent 

applicanta to obtain procaaa clalaa in other areaa of 
technology, directed toward aeetlng aoae of the aaae needs aa 

thoae which have been aade aanifeat for biotechnology. For 

axanpla, in the econoaically laportant field of petroleua 

refining, U.S. patented proceaaea applicable to the 

iaportation of refined products aade by such processes 

represent subject Batter of great potential benefit to that 

U.S. Induatry. 

2. I have not had an opportunity to apply any personal study to 

such BBandaent as the AdBinistration say have proposed, and I 

SB therefore unable to offer any useful coaaents to you. 
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3. yes, tissue plasalnogen activator (t-PA), the laportant drug 

for treating heart attacks, was Inported. Only the successful 

enforcement of Its process patent assured domestic protection 

for the U.S. developer, Genentech, Inc. Also, monoclonal 

antibodies for treating sepsis have been made abroad and 

Imported Into the U.S. 

4. I do not believe that this would be a satisfactory solution, 

because the lack of a clear legislative direction would, in my 

view, only give rise to both procedural and policy disputes as 

between the PTO and applicants, which would cast a pall of 

judicially unresolved uncertainties for many years to come. 

5. Although there have been some improvements in the examination 

of biotechnology process patents, the quality of such practice 

remains highly uneven from one Patent Office examiner to 

another. 

6. I Iselieve that the absence of such patent protection adversely 

affects present and future business commitments for the 

domestic development of innovative and cost effective 

processes. There is a consequent business incentive to 

maintain important new processes as trade secrets, thereby 

restraining disclosure to the public and inhibiting the 

advancement of the arts and sciences which the Patent Law is 

intended to promote. 

7. I see no risk of uncertainty at all in process patent law by 

HR1417, neither for U.S. biotechnology or any other U.S. 

Industry. As I noted in my testimony, a failure to enact 

HR1417 is likely in my view to impel the Patent Office toward 

an operating practice of allowing only very narrow and 
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•pacific process claims. Such patents as would result are of 

little or no practical use against foreign conpetltlon because 

they can be readily avoided by trivial variations in the 

•aking of the saae products. This bad likelihood can only be 

avoided by the availability of protection against the 

iaportation of recoablnant biotechnology products which are 

produced by patented host cells or ONA sequences. 

I aa grateful to you for the opportunity to offer ay vietrs, as 

a trial practitioner in recent and current biotechnology patent 

litigation, to the Subcomalttee. Thank you for your kind comments 

and the many courtesies of your outstanding staff. 

Sincerely, 

DDA/as 
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APPENDIX e.-LmEE FROM CHAIRMAN WILLIAM J. HUGHES, TO GEORGE 
W. EBRIGHT, PRESIDENT AND CHIEF EXECUTIVE OFFICER, CYTOGEN 
CORP., DECEMBER 23, 1991 

l^g^        Congress of the mnitd States M^ 
coMMiTTBONnijuDicMirr SSasaa 
ItM nanmrn Horn Omoi liwiiii i MMI IMWI 

lOClMII-MIt 

D«C—bT 23,   19>1 

Nr. OMTva N. ntrlght 
Praslduit and Chief Exacutiva Offleer 
Cytoqan Corporation 
e/o Ma. Liaa Kainea 
Induatrlal Blotachnology Aaaooiatlon 
1625 X Straat, H.N. 
Sttita 1100 
Naahington, D.C. 20006 

Daar Mr. Etelghti 

Thank you for taatlfying bafera tha litiuiwalttaa on Intallaetual 
Proparty and Judicial Malnlatration ca H.K. 1417, tha 
Blotachnology Patant Protactioa Act of 1991. Your taatiaony waa 
axtraaaly uaaful to tha Stihm—ittaa aa wa dataralna how baat to 
protact blotaohnology invantiona, and, at tha aaaa tiaa, aafagoard 
tha balanca and flaxlbility of oar patant aystaa. Tbara wara a 
nuBbar of quaatlona that X did not bava tha opportunity to aak you 
at tha Hovaabar 2l8t haarlng, and X would bo vary grataful if you 
oould raapond to thaaa quaatlona in writing. Thaaa quaatlona ara 
aa followas 

1. Bow will B.R. 1417 affoct tha patantlng of chaaleal, ccaputar, 
and othar procaaaaa In araaa outaida of blotaobnoleqyT 

2. mat Bupport axiata for R.R. 1417 ootaida of tha blotachnology 
InduatryT 

3. Mhat ara your vlawa on tha Mtainiatratien'a propoaad aaandaanta 
to H.R. 14177 

4. Aaida froa tha problaa of unfair iivorta, what if any 
eonaaquancaa could raault if a blotachnology procaaa doaa not have 
patant protection? 

5. Are there any axaaplaa, other than reooabiaant Irythropoietln, 
of biotechnology producta that have been aade abroad through uaa of 
a boat cell patented in the United atataa and than iaportad into 
thia oouatry? 
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6. Could tha Patent and Tradaaark Offic« (PTO), or patant 
applicants thaaaalvaa, allalnata tha naad for laglalation by 
daaignatlnq procassas for producing racoabinant products through 
usa of a boat call aa "procasaas of ualng" as dafinad in 
Pleuddeaann? 

7. Hava IBA-aaabar ooapanias raoaivad prooaaa patanta for 
biotachnology procaaaas? 

8. What lapact, if any, would tha propoaad laglslation hava on tha 
cost of biotachnology products? 

9. Ara thara any biotachnology products that you can idantify that 
•ay not ba availabla to tha Aaarican public bacauaa of tha Durdan 
dacision? 

10. Hava thara baan any iaprovaaanta ovar tiaa in PTO'a raviaw and 
dataralnation of biotachnology procaas patant applications? 

Z appraciata your intarast and tha axpartiaa that you sharad with 
tha subcomittaa on this iaportant aattar. 

Sincaraly, 

Subcoaaittaa on Intallactual Property 
and Judicial Adainistration 

NJH:afv 
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APPENDIX T.-LETTER FBCHI RICHARD D. GODOWN, PRESIDENT, INDUSTRIAL 
BLOISCHNQLOOT ASSOCUNQN (RESPONDING TO LETTER TO GEORGE 
W. EBBKar), to Hon. Wuuai J. HUGHES, JANUAST 31, 1991 

USA 

M)taoas74a7 

January 31.   1992 

Th« Honorable Nllliaa J.  Huglwa 
Chairman 
Houaa Intallectual Property SubcoaHittaa 
207 Cannon Houae Office Bulldlgn 
Naahlngton, DC 20515 

Sublacti  Biotechnology Patent Protection Act (H.R. 1417) 

Dear Chairaan Hughaai 

The Induatrial Biotechnology Aaaociatlon (IBA) and 
Ita 115 —bar coaipanlea are grateful for having had the 
opportunity to appear before your Subcoiaiittee to testify 
in support of the Biotechnology Patent Protection Act 
(H.R. 1417). We deeply appreciate your interest in 
ensuring that oar patent systeei provide adequate 
protection for biotechnology inventions. 

George Ebright has aslnd ae to respond to your 
letter of Deceabar 23, 1991 raiaing aeveral queations 
about the legislation.  I aa happy to respond. 

1. How will H.R. 1417 affect the patenting of ch«iical, 
coaputar, and other procaaaea in araaa outalde of 
biotechnology? 

H.R. 1417 is not industry apecific. It ovarrulea 
Durden in a Banner that will aake it easier to obtain 
process patent protection for all process-oriented 
technologies. 

IBA expects that H.R. 1417 will have Its greatear. 
lapact in the biotechnology field because so many 
biotechnology products are not theasalves ellglblr Cor 
patent protection. The insulin exaaple contained in r>iir 
testiauny is illustrative of this point. lihtln 
nonbiotechnology processes would enjoy the saae banelits, 
the need for H.R. 1417 for other technologies is not 
nearly as important becauae the end product in such areas 
la usually patantable. 

IBA jolna with PTO in believing that I]sLulia should 
be overruled for all industries becauae (1) the 
application of Durden ia not Halted to biotechnology ami 
(2) there is substantial precedent that ia inconsistent 
with Durden. These are not cases that were nnrmwly 
decided on specific facts, but rather pronouncements ma<li! 
by the Court regarding iaportant broad priiiciplns of 
l-atmit law contained in 35 U.S.C. 103. 
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Nor did tliese cases involve the playing of word games in which 
the decision is based on fictional differences between a method of 
making and a method of using. Decisions like In re PleuUdemanii 
(910 F.2d 823, 15 USPQ 2d 1738 (C.A.F.C. 1990)), even though they 
reached the right result, got there on spurious grounds, namely 
differentiating between methods of making and methods of using. 

Until Durden. the Court liad never deviated from its position 
that applicant's own teaching cannot be used against hira or her -- 
in other words, the application in which the claim is made is not 
prior art. In In re Hancy (499 F.2d 1289, 182 USPQ 303 (C.C.P.A. 
1974)), the Court reiterated its position that "under Section 103 
neither a novel product made by, nor a novel starting material used 
in, the process can be treated as prior art." Yet Durden held, in 
essence, that it was obvious how to make a product that never 
existed before. 

Perhaps the explanation for the Court's aberrant decisions 
lies in the fact that it has consistently overlooked another of its 
important pronouncements as to what constitutes prior art. 
Specifically, there are 
a long line of cases decided by the Court that clearly state that 
to qualify as patent-defeating prior art, the art relied on must bP 
enabling. As stated concisely in Beckman Instruments v. LKB 
Productor AB (892 F. 2d 1547, 13 USPQD 2d 1301 (C.A.F.C. 1989)), 
"In order to render a claimed apparatus or method obvious, ttie 
prior art must enable one skilled in the art to make and use Lho 
apparatus or method," citing In re Payne et al. (606 F. 2d, 203 
USPg 245 (C.C.P.A. 1979)). Pavne put it slightly differently, 
"References relied upon to support a rejection under 35 U.S.C. 103 
must provide an enabling disclosure, i.e. they must place tlie 
claimed invention in the possession of the public." 

A determination that a final product, or a substance used in 
making it, is patentable necessarily means that that product or 
that substance was not in the possession of the public. Therefore, 
a decision that a process is obvious because the process resembles 
an old process -- even though the end product or a substance 
essential for its production was not in possession of the public -- 
is a wrong decision, clearly contrary to a solidly established 
principle of the Court. 

In its recent Aiiiaen decision (Amgen, Inc. v. Chugai 
Pharmaceutical Co., 927 F. 2d 1200, 18 USPy 1016 (C.A.F.C. 1991)), 
the Federal Circuit restated its requirement that "Both the 
.sui'j"??!!.ion and the expectation of success must be found in th" 
priMT <ut, not in applicant's disclosure." Where either or both 
the product and an intermediate are demonstrably novel and 
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unobvious, there can be no such suggestion or expectation. 

IBA believes that, when considering the subject matter as a 
whole, the patentability of a product dictates that the 
corresponding process should also be patentable. As the Court said 
in In re Hoeksema (399 F. 2d 269, 158 USPQ 596 (C.C.P.A. 1968)), 
"We are certain, however, that the invention as a whole is the 
claimed compound and a way to produce it." The emphasis on and is 
the Court's, not ours. 

2.  Wiat support exists for H.R. 1417 outside of the biotechnology 
industry? 

As noted in our answer to the first question, there is much 
less practical necessity for the passage of H.R. 1417 outside the 
biotechnology area. Nevertheless, several other organizations have 
endorsed the legislation or its predecessor in the 101st Congress, 
H.R. 3957. IBA would be pleased to provide you with written 
documentation of the endorsements of any or all of the 
organizations mentioned below. 

Industry organizations urging enactment of H.R. 1417 include 
the National Association of Manufacturers (which represents 
approximately 13,000 U.S. manufacturers, including most of the 
Fortune 500); the Pharmaceutical Manufacturers Association 
(representing the U.S. pharmaceutical industry); and the National 
Venture Capital Association (representing American venture 
capitalists and investors in entrepreneurial companies). 

The bill has also been endorsed by several organizations 
representing American universities, including the American Council 
on Education (representing over 1,600 colleges, universities, and 
other higher education institutions); the National Association of 
State Universities and Land Grant Colleges (representing our 
country's public colleges and universities); and 
the Council on Governmental Relations (representing America's most 
research-intensive universities). 

In addition, a number of major universities have directly 
endorsed the legislation, including Rutgers, the State University 
of New Jersey; Massachusetts Institute of Teclinology; University of 
Texas; Case Western Reserve University; University of Virginia; 
University of Wyoming; University of Florida; University of Texas 
Health Science Center at Houston; Texas Tech University; Texas A&H 
University; Oklahoma State University; University of Kentucky; 
Virginia Polytechnic University and State University; University of 
Delaware; Harvard University; University of California at San 
Francisco; Wayne State University; Brown University; University of 
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Illinois at Urbana-Champalgn; and University of Pennsylvania. 

Th<> bill is also suppoited by the Bush Administration and was 
unanimously approved by the Senate Judiciary Committee. 

Having demonstrated ttie broad support for this legislation, we 
would like to take this opportunity to comment on the arguments by 
some opponents of the legislation. 

Some opponents suggest that to establish a per se ruli? of 
patentability will unfairly take something from the public. But if 
a patent is granted on a process that tlie public could not have 
practiced -- because it did not have in its possession one or more 
ti'«:espriry t'lenients yf the process, such as the end product or 
Intel ni"di.ite 
-- what has been taken away? The legislation does not enable the 
g«?norlc patenting of any process to make any protein by using any 
recombinant host cell. It enables patenting of the specific 
pro'-ess for making a specific protein using a specific gene and 
liost cell. 

IDA believes that closer analysis of the hypothetical e.xamplef 
suggested by opponents reveals that virtually every imagined 
possible evil either could not arise as postulated or already is 
potentially present in existing law. 

For instance, AIPf.A cites as an example the possibility that, 
if the the bill is enacted, a process patent could be issued on the 
method of using a patented saw to cut timber, thereby rendering 
importation of the timber an act of infringement. However, this 
example concerns a method of using. which is governed by 
FlueddGmann. not a method of making governed by Durden. As 
Professor Chisum ultimately conceded under questioning l>y 
Representative Boucher, the possibility that sucli a process paten', 
would be issued already exists under current law and would not hf 
affected in any material way by this legislation. The fact thai 
such absurd process patents have not been issued, even though 
theoretically possible under Pleuddemann. demonstrates that PTO 
recognizes the inapproprlateness of applying Pleudemann to such 
cases. 

There are also those who argue that no legislation is 
necesFary, that decisions such as In re Pleuddemann suggest that 
PTO ami the Court will eventually come to the right decision. In 
I'lMR, ••hen IIA first identified the Uurden problem, several of our 
,>t«>m!tir.*- ,.nn«i>,ini»y also took this view, iiopiii'i that tlie Court woul-t 
.^.•..,>-ii |o Uurden if preKoiitod •»ith the right test case. Fnstpnd, in 
• •.3K.-.T I U: ! f l'.-u'i'l"maiin t>nd Dil Ion, the Court distinguish»d IHii 'lin 
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on the basis that methods of making and methods of using should be 
treated differently. 

Thus, three years after ISA Identified the Durdan problem, the 
case still has not been overruled.   In some industries 
biotechnology being one -- a new company denied protection to which 
it is entitled may not survive until the time when PTO and the 
Courts get it right. 

Finally, we would like to note that although the Chemical 
Manufacturers Association and Intellectual Property Owners, Inc. 
have declined to support the bill, several of their most prominent 
member companies have endorsed it, including such New Jersey-based 
companies as Ciba-Gelgy and American Cyanamid. 

3. Mhat are your views on the Administration's proposed 
oaendaentB to H.R. 14177 

IBA supports, in fact prefers, the Administration's proposed 
revisions to H.R. 1417. We believe their amendment more 
effectively addresses the Durden problem than does the bill's 
original language. However, as discussed later in this answer, we 
believe that the Administration's proposal can be improved upon. 

The problem that the Administration's proposal successfully 
addresses is that H.R. 1417 as written %R>uld not apply to the 
majority of biotechnology processes. This is because H.R. 1417 
states that the legislation applies — i.e., Durden is overruled -- 
only in cases wheret 

(1) the product and process claims are contained in the same 
patent application; and 

(2) a single patent is issued covering both sets of claims. 

Unfortunately, while the former requirement is no problem, the 
latter requirement is not necessarily within the control of the 
applicant. 

In most cases where an applicant meets the former requirement, 
PTO "restricts" the application -- that is divides it into two or 
more "divisional" patent applications -- on the grounds that the 
original application contained two or more separate inventions. 

Typically, product claims and process claims are divideil Intn 
separate applications, and further divisions may occur in each 
category,  for instance, end product claims may be placed in a 
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separnte application from intermediate product claims, and methods 
of making an end product may be separated from methods of using an 
end product. One IBA member company reports having a single patent 
application divided into 37 divisional applications. The fact that 
PTO collects separate fees for each divisional application perhaps 
induces the Office to issue frequent and multiple restriction 
requirements. 

If PTO restricts an application (i.e., orders it to be 
divided), then each separate application will issue as a separate 
patent, thereby contravening the requirement that a single patent 
issue on both product and process claims. When IBA protested that 
the "single patent" requirement effectively gutted the legislation, 
PTO agreed that the requirement should be deleted. 

However, PTO felt that if it grants process patent protection 
in cases where the patentability of the process depends on the 
patentability of a product, then a "terminal disclaimer" should be 
required. A terminal disclaimer is a provision in a later-issuing 
patent stating that the patent expires on the date of a specified 
earlier issued patent. 

For example, if PTO divides a patent application into product 
and process claims, and the product patent issues in year 1 and the 
process patent issues in year 3, a terminal disclaimed placed en 
the process patent would state that it has a IS year term-- so as 
to co-terminate with the product patent -- rather than a full 17 
year term. 

In support of this view, PTO argued that if the process is not 
independently patentable, then the product and process are 
essentially a single invention and it would be inappropriate to 
give them a combined patent term in excess of 17 years. 

But PTO's views on terminal disclaimers are inconsistent. On 
the one hand, PTO argues that product and process are different 
inventions for the purpose of issuing a restriction requirement, 
<lividing the application into numerous divisional applications, and 
collecting multiple fees. On the other hand, PTO argues that 
product and process constitute the same invention, for the purpose 
of determining whether a terminal disclaimer is appropriate. 

It would be acceptable to IBA if PTO was consistent on the 
same v. different invention issue. If PTO believes that product 
and process are essentially the same invention, then it should not 
flivil" iho application into two or more parts. Keeping l>"th ael " 
of rlaims In a single application would result in a single p.itoiit 
issuing, with all claims expiring simultaneously.  It would aiBi- 
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save applicants the additional expense — both attorneys' fees and 
PTO fees -- of pursuing several related applications. 

But if PTO believes that product and process are different 
inventions for restriction purposes, then they should also be 
different inventions for termination purposes, and no terminal 
disclaimer should apply. 

And, in fact, this consistency is required under current law. 
Current law provides that a terminal disclaimer applies only if an 
application is restricted at the election of the applicant. PTO 
may not require a terminal disclaimer if the restriction occurs at 
the insistence of PTO. This is because the only legal grounds for 
PTO to restrict an application is that it contains more than one 
different invention, and terminal disclaimers are only permitted 
when more than one patent issues for a single Invention. 

Consequently, our members see terminal disclaimers on PTO- 
restricted applications as a diminution of their existing patent 
rights. PTO did not agree, and so we negotiated a compromise, 
which is contained in the Administration's amendment. The Intent 
of that language is to provide that process claims that are granted 
the benefits of the per se nonobviousness rule must co-terminate 
with the product claims on which they depend for patentability, but 
that Independently patentable inventions are entitled to the same 
17 year terms to which they are entitled under current law. 

If its amendment is enacted, the Administration intends by 
rulemaking to provide an applicant with the option of either 
demonstrating the independent patentability of a process 
notwithstanding Purden (as must be done under current law) or 
proceeding under the per se nonobviousness rule established by this 
legislation. If he elects to demonstrate the independent 
patentability of a process, he is entitled to the full 17 year term 
available under current law for both product and process 
inventions, without co-termination. If he elects to rely on the per 
se nonobviousness rule, he may be required to accept a terminal 
disclaimer on the later issuing patent. 

Since an applicant may rely on the per se rule as a matter of 
convenience to expedite issuance of his process claims, the 
Administration's amendment provides that there is no presumption 
that process claims are invalid if the product claims which form 
the basis for invoking the Qgx ss. rule are Invalidated. Any 
litigation should provide the patentee with the opportunity to 
prove that the process claims are independently patentable. 

Althounh IR^ supports the compromise language, we would prefer 
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language that did not change exlatlng terailnal dlaclaiaer rules by 
permitting a patent application to be treated as containing a 
single invention for teminal disclaimer purposes and multiple 
inventions for restriction practice and fee collection purposes. 
We also feel that the requirements of a single patentee for both 
product and process is unnecessary. 

On the issue of Amgen's proposed amendment, we trould like to 
note that the company's most recent version was carefully crafted 
to r«npond to the Administration's objections to earlier versions 
of the bill and amendment. 

4. ftaide from tlie problem of unfair import.s, what if any 
consequencus could result if a biotechnology process does not have 
patent protection? 

Absent patent protection that is effective against offshore 
manufacturers, there will be an increased tendency to rely on trade 
secrets for protection, thereby Impeding the disclosure of 
technology, which is an important objective of the patent system. 

In addition, inadequate patent protection could inhibit 
Investment in biotechnology and thus would retard the development 
of this innovative industry in the United States, whereas 
enforceable patent protection stimulates investment in new 
industries. Enactment of legislation to remedy this problem would 
encourage investors to support our industry and provide further 
stability to an emerging industry. 

5. Are there any examples, other than r«coad>inant Bxythropoletin, 
of biotechnology products that have been mada abroad through use of 
a host cell patented in the United Stotes and then isiportad into 
this country? 

The biotechnology industry is still in its infancy with few 
important products yet approved for marketing. However, we are 
aware of two other examples. 

(a) In litigation between Genentech and Burroughs Nellcoae 
concerning tissue plasminogen activator (TPA), it was revealed that 
Burroughs Wellcome had imported its version of TPA into the United 
States before Genentech's process patent issued. In fact. 
Burroughs Wellcome was asserting this as one of its non- 
infiip<]«»meiit defenses. 

(i>) A St. Tx>uis, MO patent attorney has informed IBA staff of 
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a situation concerning a client she represents. The client company 
has a host cell patent but not a corresponding process patent. It 
has licensed the U.S. manufacturing rights to a second company for 
a specified royalty on sales. The second company, however, later 
began manufacturing in Canada and importing the unpatented end 
product into the U.S., claiming that no royalty is o%«ed on U.S. 
sales if the product is made abroad. In the absence of a process 
patent, the client company has no right to prevent such 
importation. The client company did not permit the attorney to 
reveal its identity to ISA because the client company is hoping to 
negotiate a royalty for these sales. 

6. Could the Patent and Trademark Office (PTO), or patent 
applicants themselves, eliminate the need for legislation by 
designating process for producing recombinant products through use 
of a host cell as 'processes of using" as defined in Pleuddemann? 

Some companies have reported to IBA that they have 
unsuccessfully attempted to characterize their recombinant 
processes as methods of using a host cell, rather than methods of 
making an end product. In these cases, the companies report that 
the patent examiners refused to accept this characterization. 

Furthermore, even if the PTO instructs examiners not to apply 
Durden to such cases, there will always be an uncertainty as to the 
enforceability of the patent as long as Durden remains as viable 
precedent in the courts. 

7. Have IBA-nember coapanies received process patents for 
biotechnology processes? 

Yes, but not uniformly and often not without considerable 
difficulty, expense and delay. As our testimony noted, many small 
companies and universities have forfeited the process patent 
protection to which they appear to be entitled because they could 
not afford to incur the necessary patent prosecution expenses. 

Angen estimates that the cost of overcoming Durden. and 
seeking to defend its product patent until it gained process 
claims. Included millions of dollars in legal fees and a delay in 
(ibtaining process patent protection of approximately three years. 
No company should be forced to assume this burden, and many small 
companies cannot. 
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8. What iapact. If any, would tKa propoaed legialation have on 
the coat of biotechnology producta? 

H.R. 1417 should not affect the coat of biotechnology products 
in any significant way. On balance, the legislation would lower 
the cost of health care in the U.S. by preserving the incentive to 
develop new biotechnology products which, though in thenselves not 
inexpensive, dranatically reduce the cost of treating disease 
conditions by shortening hospital stays, reducing need for surgical 
intervention, returning disabled patients to work, etc. 

9. Are there any biotechnology products that you can identify 
that may not be available to the Aaerican public because of the 
Purtten decision? 

No, but it can be expected that biopharaaceutical products 
that are not thenselves patentable will not be developed unless 
they are for rare diseases, in which case the quasi-patent 
protection provided by the Orphan Drug Act night be available as a 
fom of surrogate patent protection. 

10. Have there been any laproveaanta over tlaa In PTO'a review and 
determination of biotechnology proceaa patent applicationa? 

PTO's review and determination of biotechnology process patent 
applications was and is dependent upon which exaniner Is 
responsible for a particular application. There night be a slight 
trend toward more favorable consideration of such applications. 
However, as long as Durden renains as viable precedent, there will 
remain uncertainty as to how any process patent will be treated by 
the courts. Obtaining a patent is only an Intemediate nilestone 
on the road to the ultimate goali the ability to enforce the 
patent against unauthorised users. 

Thank you for the opportunity to respond to your questions on 
this inportant legislation. IBA «R>uld welcom the opportunity to 
work closely with you and your staff as you continue your 
deliberations on this bill. Your staff is invited to call Lisa 
Raines, vice president for govemnent relations, if IBA can provide 
further assistance. 

Very truly yours. 
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OP THE Dow CHEMICAL CO., NOVEMBER 21, 1991 

My Mint it Richard Wataraiui. I have been in Hit patent piofinilon 
for almoat 34 ymn, and fcr the paat 14 yean havt b«n Gmral PMait 
Counsel for Vm Dow Chcniiori Conyny. 

My badcground indudc* being: paat prerident and cuRcndy on the 
Executive Committee of the Aaaodalion of Cofporate Patent Coumel, an 
organization of heads of patent departnenia of about 180 of the largest U5. 
Cwporaiions; past Oiairman of the IntcUectual Property Committee of At 
Chonical Manufactuicts Association and currently on that committee; on the 
Board and Executive Committee of Intellectual Pluyeity Ownen Inc.; a 
participating alternate on the current Advisory Coerunbeioa on Patent Law 
Reform; and on the Advisory Committee to the USPTO on palait 
harmonization. 

Oot/s ootporate headquarters are located in Midland, Michigan. Dow 
manufactures and supplies nwre than 2,000 products and servioM, including 
chemicals and performance products, plastics, hydrocaibons and energy, and 
consumer spedalties • which iiKlude agricultural products, pharmaceuticals 
and consumer products. The company operates 181 manufacturing sites in 32 
countries, and employs 62,000 people around the world. 

In 1990, Dow spent Sl.l billion for research and derelopmait, and it 
rdies on the U.S. patent system to protect mudt of thb invertnent 
Consequently, Dow is a large user oif Ac patent syston. bil990liMU5. 
Patent andlYademarkOflIoe(PTO)graitted Dow400patent*. DowranktlTlh 
in all corporations reodviitg U. S. patents, and Fanks 7lh among U& 
compaities receiving VS. patent*. Appiwdmalely 50% of these patents 
include process datans. 

Because of its reliability, the VS. patent system is currently well 
respected by the iruiovation and investment communities, as weD as Ac 
iittemational community. The basis for diis reliability stems bom the fact 
that ill claims are exanriiMd by the examining corps of the PTO. 

Hit. 1417 would change the way the PTO would exaniine patents for 
patentability by oreadi^ a new standard... a zero standard approadi (or 
patentability because it mandates sooiething to be patentablfc Nothing under 
current law to ordained patcntablel Everything has to pas* the Tide 35 
patentability tests of novdty (Section IQZ) and iwnobviousneas (Section 103). 
TMs bill would change Section 103 by, in effect, insenliig an asterisk denoting 
that one of the two cornerstones %vill no longer apply where prooese daims 
are included with product claims. To use a broad brush KppnuA a* 
emixxlied in H.R. 1417 to an overreaction because Section 109 applies to every 
instance where an application includes process daims along with the 
andUary machine, manufacture or composition daims. 
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Wc undcnund the uncvtainty head by thoat In the MoMdnoloif 
field. Dow, loo, U ocplorjiig MoHdmolcny oppofturfliM. Howsw, 1U$ Usd 
of reoMdjr laems •drantagaoua onljr on lit iM^ beouae the RBMdjr fact wqr 
beyond what is needed to fix the praUcm. 

Fbst lat iH look at what RR. 1417 ia intanded to acccmpMali, and that 
is to allow the granting of piooeaa daima vMch woidd be cnfcecad alntoal 
exclusively agabist in^ons. This is bccauae if one oblalna a datan to a 
machine, manufactun, or composition of matter, the patentee can anfarae 
those claims against anyone making, iMing or scning them in the U.&A. ft 
would be claims to the process of using the madtina, manufactiiie or 
composition of matter that would be enforced against imports, ney would 
be enfatced under 35 USC 271 (g) against flie products made by ttie proctas. 
The question is, stwuld unexamined daims be given the benefit of sudiforoa. 

Ihe problem %*ilh HJt. 1417 is that it would permit almost an infinite 
niunber of process claims because it makes no distinction between a prooeas of 
making and a process of using. For example, if one had a daim to a 
compMition of matter, probably there would be only a Hmiled number of 
ways (and daims) of making dtat composition. On the other hand, 
conceivably there would be numeroas and expansiv* ways to draft daima to 
cover schemes on how it could be used. 

By way of fuitfacr cxan^rfes, let ua praaamc we have an InveRlian 
vriiich involvaa an ioqirovcment on a driUInK Mt te drilling oil (tte 
improved Mt lasts kngsr). K soateone uses ttiat bit in O* U&, Utt) 
can sue for ingfagrment on the dafan wveiiug tf» bit. ftaaQnelna[ 
received a dafan under H K. 1417 for *a praoeas of ttaflttng ofl using the 
ianproved drilUngUt*, and die Mt is used outside dte US, Itialh*] 
under Section 271(g), could sue for infringement againat anyone Imtxining, 
uaing, or sdlng tfie 00 pioduoad uring ttw drill bit, Lc., As {woduct of te 
prooeas. Tnere is no change whatever In fiie oil prodooad and BMre la no 
otfier use far uie impioved patanlrd drill bit. Does Ae use of na Is^Mwad 
drtUii^ bit to drill far oil really riae to te levri of inivenilan, and shoold a 
patentee have te ri^ to exdude te importation of te oil produced? I 
believe most %vould tMnk it does not 

Let* s take another exan^, an invention for a modified oatalyit far 
making polyethylene. The catalyst that was modified waa a known catalyst 
far making polyethylene and had no oter known use. The modified catidyat 
meets te test far patentabiH^, and producea a polycliqricne wldi a unifarm 
molecular vrelgiht never befare adilcved. Would a process dafan to te uae of 
this catalyst to make polyethylene be a patenlabic invcntfan in Itself? Iddnk 
most would agree yes, in view of te uidque properties of te product made 
using te improved catalyst 
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Now. tiippoM the modlflcd alaljnt above Btacti tmtmtot 
patcnttbOity but Aen to nothing lo dtotinpitoh the polyclhylcn* 
BunufactuKdbjritorthcproocMof inlngit b II invcnthrt to uat diii 
catalyst to make polyethylene? I bdieve moit would think it la not 

Tite above example* merely rtOect a Mandafd aanmonly enoountend 
fai die pcactioe of obtaining US patents. Ihis to opreaed by the Court of 
Appeato for the Federal Circuit in Ae case of In IT f?ll1nn- °" rahaariny En 
t>anc 16 USPQ1897 (1990). 

"Suffice it to say that we do not regard Durdew la authority to reject as 
obvious every method dairn reading on an old type of process, such as 
mixing, reacting, reducing, etc Hie materiito used in a daimed process 
at well as the result obtained Aerefnm, must be considered along with 
the spedfk nature of Ae process, and the bet that new or old, obvious 
or nonobvious, mateiiato are used or result £rom tfte process are only 
factor* to be considered, rather than oondutive indicators of the 
obviousness or nonobviousness of a daimed process. When any 
applicant properly presents and argues suitable method claims, they 
should be examined in light of all dicse relevant foctors, ficee bam any 
presumed controUiitg e^ct of Durden.' 

The above standard serves the inventive coaummily weU. Anything 
less would erode the recognition and prestige that flows fimn Joining the 
ranks of a patentee. 

To follow the indiscriminate granting of process daias under UK. 
1417 «MMki surdy lead to considerable uncertainty and a pnUfeialion of 
harassing UUgalion. Such attempto to enforce unecandnad process daims 
%vould generate contempt and disHust for dw U& patcstt system. TUs would 
indeed be lamentable, coining at a time when Ute patent system to most 
respected by the innovation and investment mmmimities 

It would also come at a dme «dien there to already hei^itened concern 
about the increase in the cost and complexity of HtigatioH, TMstooncofthe 
prindpal concerns of die Advisory Commission on Patent Law Reform. 
Much of this concern is directed at the unavailability of IXsttict Courts to 
handle dvil trials. But proliferation of litigation caused by uncertainty of 
righb will only compound the frustradon already present In the fight to 
bring some balance to our litigious sodety. Congress needs to assure Itself in 
draMng legislation that it to not aeating uimecessary Htigatiott 

TUs bin would not benefit the public because of die reasons staled 
above. Nor would it enhance innovation. It would not advance sdence. 
Declaring something to be patentable only because it relates to something dse 
patentable has absolutdy nothing whatever to do with inventing, and should 
not be rewarded under the patent system. 
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IKt only Innovalion thi> legteUiion would MiimiUtc It that of paint 
•ttorncjra. HWM people tvould extend thcnselvef to create prow didiM on 
any palmtabie machine, maniilacluic or compaaWon of matter. They would 
be ccmpeiled to do to. They have a duty to Iheir dicnt to teck at braad patent 
coverage u tfie law will allow. Not only that, they would be oompeiled to do 
it in order to avoid daims for malpncdoe. for if they fadlcd to indude pncett 
daimt eovtfing at many uset of the madiine, manufacture, or conpoeitiaR 
of matter at can be dreamed up, then surely they would expote thecnielvee to 
suit daimt of this nature would expand the right to exclude under the 
patent system far beyond the inventive contribution behind the patent 

To be dealt with in the final analytis, it die inaeate in law tuitt filed to 
determine the rights for each and every patent which indudet prooett daimt 
along with their attendant product daimt granted puituant to HJt. 1417. In 
effect, we will have exchanged examination by tfte PTO for eacamination by 
the courtt. Thit will confound aiui dday the ability to enforce other 
meritorious patentt, and thut impede competitivenest, Induding the 
competitivenets of the biotedxnology fidd. 

Again, the focut needt to come bade to the problem that thit legitlation 
it trying to solve There it nothing wrong witii the current ttandardt for 
patentaUlity. They are %vdl recognized and undmtood. The problem to be 
tolved appears to be a practice followed by the USKTO. 

Pvhapt diit problem could be remedied by a paragraph added to Sac 
103 tuch at the following: 

A prooett or method daim wherein an etMnHil clement la a madiinc, 
manufacture or oompodtion of matter oAerwlae pattntable to the 
applicant shall not be deemed to be unpatentable merely becauie Ae 
daim fcadt on a known prooett or combtoatlwi of atept but thall be 
examined at a %^wic giving condderation to the qicdflc naUne of the 
prooett or method and the net ftat new and otherwite patentable 
malerialt are uaed in or result from the pnecit or medtod. 

Thit paragraph reflectt the commonly accepted ttandard of patentability that 
the patent profettkm now recognizee. 

Another potdlde remedy would be to addresa the ittue of InMngement 
instead of changing the standard for patentability. This might be done bf a 
paralld provitkm to Section 271(g), e.g. a produd-of-a-product (lilcened to the 
271(g) productof-a-procett). 

I respectfully urge thit Suboranmittec to not recommend pattage of 
H.R. 1417 and to encourage other altemativet or retourcet to tolve Ae 
apparent concern of the biotedmology industry. 
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APPENDIX IO.-LBITER FROM WILLIAM G. MORIN, DIRECTOR, COUNCIL ON 
HIGH TECHNOLOGY, NATIONAL ASSOCLVTION OF MANUFACTURERS, 
TO CHAIRMAN WILLIAM J. HUGHES, NOVEMBER 21, 1991 

November 21, 1991 

The Honorable Mllliaa J. Hughes 
Chairaan, Subcoamlttee on Intellectual Property 
and Judicial Adainiatratlon 

Coaalttee on the Judiciary 
U.S. House of Representatives 
207 Cannon House Office Building 
Washington, DC 20515 

Dear Mr. Chairaan: 

The National Association of Manufacturers (NAM) would like to go on 
record in favor of H.R. 1417, legislation that would remedy a major 
problem facing U.S. biotechnology companies: the lack of effective 
process patent protection. 

Technological innovation has been one of America's strengths, and 
its importance continues to grow. Key to the innovation process, 
NAM believes, is the efficacious protection of inventive knowledge 
so as to enable its creators to reap the benefits of their efforts. 
Toward this end, the association has long supported clear and 
adequate protection of U.S. intellectual property rights, both at 
home and abroad. 

For these reasons, NAM supports passage of H.R. 1417, the 
Biotechnology Patent Protection Act of 1991. It is our belief that 
H.R. 1417 would help alleviate the uncertainties in patent 
protection caused by the decision of the Court of Appeals for the 
Federal Circuit in In R* Durdan. By creating a situation that 
permits Inequitable appropriation of U.S. intellectual property 
rights, the ourden ruling puts U.S. biotechnology companies at a 
disadvantage compared to their foreign competitors. The intent of 
H.R. 1417 is simply to raise the level of protection for American 
inventors to a stage comparable to that enjoyed by inventors in 
other cotintries. 

NAM does, however, believe that two changes should be made to 
H.R. 1417 before the measure is enacted. These changes are 
technical and do not affect the substance of the bill. 
Accordingly, NAM recommends that the new paragraph to be added to 
Section 103 of title 35 of the United States Code read as follows 
(with the suggested changes appearing in boldface): 

When a process of making or using a machine, manufacture, 
or composition of matter is sought to be patented in the 
same application as such machine, manufacture, or 
composition of matter, such process shall not be 
considered as obvious under this section if, as of the 
•ffeotive filing date on vhlota sooh process is first 



m 

The Honorabla William J. Hughes 
November 21, 1991 
Page Two 

disoloaad, such machine, manufactura, or composition of 
matter is novel under section 102 and nonobvious under 
this section. If the patentability of such process 
depends upon such machine, manufacture, or composition of 
matter, then the Offioe may require that a single patent 
shall issue on the application. 

NAM believes these changes to be non-controversial. 

There is considerable agreement on the need for the changes 
proposed in H.R. 1417 and significant bipartisan support of it. 
HAM urges you and the SubcoDmittee to proceed expeditlously with 
this legislation. Also, we respectfully request that this letter 
be Included in the record for the Subcommittee's November 21, 1991, 
hearing on H.R. 1417. 

Thank you for your consideration. 

Sincerely yours, • 

lOjLUifluA 6 >u^-— 
William G. Norin 
Director, Council on 
High Technology 
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APPENDIX 11.-LETTER FROM JAMES S. RUBIN, LEGISLATIVE COUNSEL, 
NATIONAL ASSOCIATION OF PHARMACEUTICAL MANUFACTURERS, TO 
CHAIRMAN WHUAM J. HUGHES, NOVEMBER 6, 1991 

JAMES S. RUBIN 
Allomey at Law 

7004 Boulevard East-220 
Catteaberi, NJ.  07093 

touted In DC I NV T*ta«hant % Fu 
Not adifttad in NJ (201>869-«1S1 

November 16, 1991 

Hon. William J. Hughes 
Chairman, Subconmittee on Intellectual Property 

and Judicial Administration 
Committee on the Judiciary 
United States House of Representatives 
207 Cannon House Office Building 
Washington, D.C.  2051S 

Re:  H.R. 1417 

Dear Mr. Chairman: 

The undersigned represents the National Association of 

Pharmaceutical Manufacturers (NAPM). The NAPM is the largest trade 

association representing generic drug manufacturers and their bulk 

active ingredient suppliers (both domestic and foreign). On behalf 

of NAPM, I wish to express our appreciation for this opportunity to 

submit our views for the record on H.R. 1417 — the so-called 

'Biotechnology Patent Protection Act of 1991*. You may be 

interested to know that the position expressed hereunder passed 

three separate NAPM committees (Bulk, Legislative, and Board of 

Directors) unanimously. 

The reason I used the phrase "so-called* in describing the 

Short Title of the Bill is because this legislation is not at all 

limited to the biotechnology industry. As a matter of fact, if it 

were so limited the NAPM would not be opposed. However, this bill 

goes way beyond the biotechnology field and can have dire 

consequences for the generic drug industry. At a tine when this 

nation's health costs are soaring, and Congress and the American 

public are seeking ways to curtail these high costs, we submit that 

legislation that can cause higher prices for generic products—or 
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•ven make it Inposslble for some expensive brand-naoe products to 

ever be subjected to generic competition--sbould be considered only 

if there is an otherwise overwhelming need and no other way to 

address that need. 

Unfortunately, we believe that H.R. 1417 meets neither of 

those tests and does have potential to so interfere with the 

ability of the generic drug industry to obtain necessary active 

ingredients that we urge defeat of this legislation in its present 

form. As a personal aside, I make that statement despite my high 

respect for the sponsors of this legislation—particularly 

Congressman Hoorhead and his counsel, Mr. Mooney, with whom I 

worked so closely several years ago in their successful attempt to 

enact the Process Patent Amendments of 1988. Based upon 

conversations with staff and with the Patent Office, I do not 

believe there was any intent to harm the generic drug Industry. It 

just appears to be an unintended result; but, a result 

nevertheless. 

The reason for the potential damage to the generic drug 

industry is that, as I previously pointed out, this legislation 

impacts not only biotechnology, but chemical intermediates used in 

the production of pharmaceutical active ingredients. It is these 

ingredients that are needed by generic drug manufacturers in order 

to provide safe and effective low cost alternatives to brand-name 

products (as envisioned by the Naxman-Hatch Act of 1984, of which 

this CoBDittee played such a vital role). 

Prior to the Process Patent Amendments Act of 1988, a generic 

manufacturer purchasing bulk chemicals merely had to be concerned 

(from a patent perspective) with whether or not the very ingredient 

it was purchasing was under patent protection. If the patent on 

the ingredient itself had expired, the generic manufacturer was 

safe in purchasing and/or importing that chemical. In response to 

foreign pirating of significant U.S. patented processes and the 
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sale of the reeulting product in the U.S., the Process Patent 

Anendments were enacted. That new law changed the situation so 

that, if the bulk chemical were manufactured by a U.S. patented 

process, then the use of that chemical could nevertheless be 

considered an act of infringement. But that new law was 

intentionally crafted to afford as much protection to the U.S. 

generic drug industry as possible. Thus, a number of safeguards 

otherwise previously foreign to U.S. patent law were enacted. 

Those safeguards included the requirement of patent holders to 

respond to generic manufacturers' requests by listing all their 

unexpired process patents for a particular product and the concept 

of a 'good-faith infringer*. Processes for making intermediates 

were only included within that new law if they were not materially 

changed; and the intaraediataa theaaelTaa were not Included la that 

finely-honed coerproalsa. 

The proposed legislation wonld undo scaM of those safeguards. 

That is because It would allow a patentee to obtain patent 

protection for an old, well-known process as long as the 

IntersMdlate Itself were patentabla. Presently, when a generic 

manufacturer makes a Request for Disclosure pursuant to the Process 

Patent Amendments, neither the patent holder nor the manufacturer 

making the request need be concerned with intermediate patents 

unless there also exists a process patent for making those 

intermediates. Thus, if a foreign manufacturer is able to respond 

that it used an old process (for making the product and 

intermediates) that appeared in an already-expired patent or has 

been known in the art for years, the generic manufacturer can 

safely import that chemical without fear of liability under the 

Process Patent Amendments. 

Unfortunately, many patent holders presently do (wrongly) 

include intermediate product patents when they respond to a Request 

for Disclosure for process patents. This has the effect of 

unnecessarily intimidating foreign manufacturers who are unfamiliar 
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with the nuances of the Process Patent Amendnents and causes some 

of those manufacturers to hesitate or even refuse to supply 

chemicals to U.S. generic companies for fear of extensive patent 

litigation. However, patent attorneys are presently able to 

advise their clients to Ignore those unsolicited intermediate 

patents since they were not rightfully listed. As I stated 

earlier, H.R. 1417 would change that by bringing old, known 

processes under the protection of the Process Patent Amendments. 

This added potential for patent erargreening and Intlaldation of 

suppliers of chaaicals to the generic drug industry is the reason 

that MAFM opposes and urges defeat of H.R. 1417 in its present 

fens. 

If you or your staff have any questions or would like our help 

in trying to amend the legislation to remove its negative 

consequences on the U.S. generic drug industry, we would be more- 

than-pleased to respond. 

Sincerely, 

'^O-v^/^/Vj 
James S. Rubin 
Legislative Counsel, 
National Association of 

Pharmaceutical Manufacturers 
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APPENDIX 12.-LETTER FROM NORMAN L. BALMER, CHIEF PATENT 
COUNSEL, UNION CARBIDE CORP., TO CHAIRMAN WILLIAM J. 

HUGHES, NOVEMBER 15, 1991 

UNION CARBIDE CORPORATION 39 OLD BiooEBunYnoADQANBUPYCroeei 7-0001 
UhW OCPAnTMSNT 

November 15,1991 

The Honorable WUliasi). Hughe* 
Chairman 
Subcommittee on Intellectual Property 

and Judicial Administration 
VS. House of Representative* 
207 Cannon House Ofiiec BuildiM 
Washington, DC 20515-«216 

Dear Mr. Chairman: 

Union Carbide Corporation is pleased to provide these comments on Hit. 
1417, the Biotechnology ratent Protection Act of 1991. Union Carbide invest* 
nearly $200 million per year in support of research and development and views a 
•trong patent system as essential to protect its investment in research and 
development. Union Carbide, hovsrever, does not view Hil. 1417 as enhandne the 
incentives of the patent system in fostering domestic innovation. One of the 
major difficulties of the proposed legislation u its potential effect upon iiuiocent, 
remote users of technology. The ptjjt rule for patentability of certain process 
claims proposed in HJl. 1417 would result in cost to domestic industry and 
society as a whole which is greater than any benefits gaiiMd by the biotechnology 
industry. 

As explained in greater detail below: 

• In re Durden is not of adverse precedential value to the biotechnology 
industry. 

• No nexus is re<]uired by HJt 1417 between the patentable composition of 
matter, article or machine and the scope of the process claims wal would 
be perse patentable. 

• Expansive process claims would therefore be granted for processes in 
which the patentable composition of niatter, article or machine is 
materially changed or becomes a trivial and non-essential component of 
another product 

• The direct inftinger of such expansive process daims could be innocent, 
remote users having no knowledge of, or control over, the direct use of 
the patentable composition of matter, article or machine, and defense of 
patent infringement litigation is an unwarranted burden on the innocent, 
remote user*. 

64-783 - 93 - 8 
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• Congress am avoid such untoward and unintended effects upon 
innocent, remote users by either appropriate amendments to H.R. 1417 to 
establish a nexus, or preferably, extend 35 USC 271(g) to address squarely 
the problem raised by the biotechnology industry. 

Ilninn CAMt/ti In r> rhi.rf» ^IT**! 

Much has been said about the In re Durden decision of the Court of Appeals 
for the Federed Circuit, but little is mentioned about the facts. Union Carbide is in 
a unique position to comment on In re Durden as Union Carbide was the owner 
of the Durden patent application. Uiuon Carbide appealed the rejection of 
Durden's process claimed to the Court at the request of the Patent and Trademark 
Office. Union Carbide unambiguously conceded to the Court that the claimed 
process was obvious over a prior disclosure by another teaching the same process 
using a similar starting material to produce a similar product. In affirmmg the 
Patent and TrademarR Office decision rejecting Durden's process claims, the 
Court explicitly limited its decision to tne particular facts of that case imd 
cautionea that its decision not be generalized or used as a rule for future cases. 
The Court said that in process cases the judgment must be exercised in 
determining patentabiUty, and hence, the Patent and Trademark Office must 
examine the patentability of the process claims. 

Th» ruirwit I jw RjqufaM a NeMM 

The Court of Appeals in a later decision. In re Pleuddemann. reaffirms that 
the Durden decision does not necessitate that processes using novel materials are 
unpatenlable. Rather, the Court indicates that in determining the patentability of 
a process, the properties which render the novel materials patentable, must be 
taken into account.  Indeed, the general rule expressed by Fleuddemarui is that 
the use of a novel material is patentable. One can readily appreciate the nexus 
between a material having unique properties and its use which flows from those 
properties. Because of this nexus, it is reasoiuible to expect in biotedinology that 
the use of a patentable host cell should be patentable. 

Th»ImpMlofHJR.1417ontheInnnr>iif KrwBntfMtn 

While the proposed legislation would secure by statute the principles 
expressed by the Court in Pleuddemann^ the scope of legislation extends far 
beyond these principles. Of primary concern to Union Carbide is that the 
proposed legislation requires no nexus between the patentable material and the 
scope of the process using the material for the process to be pei_S£ patentable. 
The legislation is unparalleled with the laws of any foreign country. For instance, 
in Europe, a patent applicant is entitled to claim any process for making a 
patentable composition. Hence, a nexus exists between the process for making of 
the composition and the composition itself. 
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This nexus is not required by the proposed legislation. By vsray of example, 
an inventor invents a catalyst useful m making a previous^ knovym solvent. 
Under the existing law as expressed, in part, by Pleuddemann, the inventor 
would be entitled to a patent on the catalyst and its use to make the solvent. 
However, the inventor could fashion a process claim which recites 

In a process for transporting humans using a vehicle which has a 
coating on the exterior, the improvement wherein the coaling is 
applied using a coating composition comprising a solvent which nas 
l>een made by a reaction in the presence of the novel catalyst." 

The ironic result of such a process claim, which would be pciLafi patentable under 
the proposed legislation, b that the vehicle would neither contain the solvent 
(which evaporates to leave the coating) nor the novel catalyst (which is separated 
from the solvent when the solvent is made), yet the driver of the vehicle is a direct 
infringer of the claimed process. Because the proposed legislation extends to 
madunes and manufactures as well as compositions of matter, similarly 
expansive process claims would be peusfi. patentable if the use of the machine or 
manufacture were recited in the process daun. An inventor could claim a process 
for converting petroleum to useful chemicals wherein the novelty resided in a 
new pump for transporting the petroleum. Process patents would be granted far 
beyond the contribution of the inventor. Moreover, iimocent users would be 
alleged process patent infringers, yet they could have no reasonable basis for 
knowledge of, let alone control over, the use of the novel machine, manufacture 
or composition of matter. 

LegialaliTO AUemaliv— 

Congress was faced with similar concerns in developing the 1988 Process 
Patent Reform Act. Note that 35 USC §271 (g) (Public Law 100-418, sec. 9003, 102 
Stat. 1563-4) states in part that "A product which is made by a patented process 
will, for puiposes of this title, not be considered to be so made after — tl) it is 
materially changed by a subsequent process; or (2) it becomes a trivial aiKl 
nonessential component of another product." 

Union Carbide urges that if the subcommittee ascertains that legislation is 
required, consideration be given to enacting legislation which does not adversely 
affect the innocent, remote user. Alternative approaches include (1) limiting the 
PCX_5C patentability of Section 103 to processes for making the patentable 
machine, manufacture or compositions of matter or the direct use of the machine, 
manufacture or composition of matter or (2) extending 35 USC 271(g) to prevent 
the importation of a direct product made using a patented composition of^matter. 
The secoiKl approach provides the advantages of directly addressing the concerns 
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expressed by the bioledinology industry (importation of product made by using 
patented host ceUs) without peTturblne the existing Uw for determining 
patentability and presumption of validuy. We recognize that tmder either 
alternative approacn, the Patent and Trademark Office would have to conduct an 
examination of process patent applications, an effort that could be eliminated by 
the operation of^HJt 14l7 as introduced. However, the cost incurred throueh tlie 
performaiKe of examinations by the Patent and Trademark Office will be otfaet in 
costs incurred by innocent, remote users in defending themseWcs. 

Thank you for allowing Union Carbide to contribute its position to the 
record on this important issue. 

Very truly yours, 

Norman L. Bahner 
Chief Patent Coimacl 

ha£:fv 

Hon. Carlos Moorhead 
Ranking Minority Member 
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APPENDIX 13-LETTER FROM WILLIAM M. STONTa, VICE PRESIDENT, 
FEDERAL  GOVERNMENT  RELATIONS, CHEMICAL  MANUFACTURERS 
ASSOCIATION, TO CHAIRMAN WILLIAM J. HUGHES, NOVEMBER 14, 
1991 

etp RECEI>'r> 
• >tsi .   4    - 

CHEUCAL MANUFACTURERS ASSOCIATION 

. Jl 

WiMmUSKMw Nove«b»r  1*,   1991 -r'-f)t"! 
Vice ftwagfH Gt^^irwwnl Haiimni 

'V 1 3 199; 

Th* Honorabia WJIllaa J.  Hugh** 
Chairaan -t*! j- r 
Intallar.tual Property and Judicial "   .' ''^•; 

AdaJnlstratlon Subcoanittaa 
Judiciary Comlttav 
U.S. House of Repranantativaa 
Washington. D.C.  20515 

Daar Hr. Chairaan: 

The Chealcal Manufacturers Aaaoclatlon (CHA) Is pleased to provide 
these coaaents on H.8, 1417, the Biotechnology Patent Protection Act of 
1991. CHA Is syapathetlc to the concerns that proapted this 
legislation, although we are opposed to the particular approach adopted 
in H.R. 1417. We believe a aore narrowly drawn approach can both 
aatlsfy the needs of the biotechnology Industry and prevent potentlel 
daaage to the U.S. patent syatea. 

CHA Is a non-profit trade aaaoclatlon whose aeaber coapanles 
represent 90 percent of the productive capacity for basic Industrial 
chealcals In the United Statea.  CHA's aeaber coapanles are aaong the 
Bost frequent users of the U.S. patent systea.  Consequently, the 
Industry has an Interest In legislation, like H.R. 1417, which affects 
fnndaaental patent provisions. 

H.R. 1417 would aaend 35 U.S.C. 1103 to adopt a gar se rule of 
patentability for certain process patent claiaa.  The aaenriaent adopted 
by the Subcoaaittee, while helpful, still raises a nuaber of concerns 
for chealcal annnfasturers.  The leglalatlon has been proaoted as a 
Bsans of addrossln)! cases Involving the use of a hoat cell, 
effectively overruling the In re Durden declalcn of the Court of 
Appeals for the Foieral Circuit.  Durden pertains to s vary nsrrow 
and unique fact pattern, as pointed out by the Court In Ita later In 
re Plueddeaann decision »nd Its en banc decision. In re Dillon. 

In Durden. the applicant conceded that apart froa the fact that 
the starting aaterlal and product were novel, the clalaed process was 
obvloi*s over disclosures using the saae process for slallar starting 
aaterlals and products. The court in Plueddeaann clearly and 
correctly points out that Durden does not require that processes for 
using novel agents be found uopatentnble.  Rather, the Court in essence 
stated that in processes using novel agents, the properties which 

1V11 M s.-^ *rn wis-Tif^ rx: yjsr jojas'urr T»«, ew? •CM* wsm 
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render the novel agents patentable also render the processes 
patantabla.  Thus, Pleudde»ann indicates that the Court would find 
claims for processes using patentable host cells to be patentable.  It 
la possible that, as drafted, H.R. 1417 would inadvertently and 
adversely affect donestlc Industry at large if enacted. 

H.R. 1417 would reward the creativity and ingenuity of patent 

attorneys in drafting proceas clains. For exaaple, an invention 
pertaining to a pipeline puap design (a nanufacture) can be couched in 
terns of a process claiB for transporting a petroleum stream ualng the 
pump.  One can argue that the transported petroleum Is a  product of the 
process claim, and upon entry into the United States, a potential 
Infringement action would exist.  Combined with the potential conflicts 
that could arise with 35 U.S.C. } 272, the net result could be a 
material disruption in international commerce.  Horeover, inventors of 
say, catalysts, will be encouraged to write broad and expansive process 
claims, to include even the article made using a composition of matter 
employing the catalyst. 

As noted earlier, CHA is sympathetic to the biotechnology 
Industry's concerns that new material might not be patentable under the 

existing statutory standard.  Rather than support an amendment which 
has far reaching consequences for all patent users, however, CHA would 
prefer to see the meaaure more narrowly drown.  Several alternatives 

are available, one of which we have detailed in the attachment.  CHA 
looks forward to a continuing dialogue with the Coomiittee on how best 
to address this issue. 

CHA would welcome the opportunity to discuss with you, and other 
appropriate representatives of the blotechnological industry and patent 

bar, hew H.R. 1417 might be structured to serve the needs of all patent 
users.  Indeed, we would be happy to make appropriate arrangements if 

such a meeting would be desired.  If in the interim we may provide any 
additional information, please have your staff contact Rose Harie 
Sander, Legislative Representative, Patents (202) 887-1123, or Hichael 
P. Vails, Assistant General Counael (202) 887-1170. 

Sincerely, 

William H. Stover 
Vice President 
Federal Government Relations 

Enclosure 
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One posslbl* altaraatlva Includes a relatively narrow approach to 
35 U.S.C. |Z71(g) (new uterlal underlined): 

(g) Whoever without authority laports into the United States or 
sells or uses within the United States a product which is either sade 
by a process or »ade as a direct product Cincluding products further 
purified, refined or separated or combined in aolutlon or mixture with 
other coaponenta) by using a copposition of matter patented in the 
United States shall be liable as an infringer if the Importation, aale, 
or use of the product occurs during the terns of such process or 
composition of matter patent.  In an action for infringement of a 
process or composition of matter patent, no remedy may be granted for 
infringement on account of the non-comsiercial uae or retail sale of a 
product unleas there is no adequate remedy under this title for 
infringement on account of the importation or other use of aale of the 
product.  A product which is made by a patented procesa or made by 
using a patented composition of matter will, for purposes of this 
title, not be considered to be so made after: 

1) it is materially changed by subsequent processes; or 
2) it becomes a trivial and noneasential component of another 

product. 

Conforming amendments to other Code sections, including Section 
103, may still be required, even under this alternative. 



APPENDR U.-LETTER FROM JOHN L. PICKTIT, PREsmENT, COMPUTER 
AND BusoiESs EQUIPMENT MANUFACTURERS ASSOCIATION, TO 
CHAIRUAN WILLIAM J. HUGHES, MARCH 20. 1991 

lining Hu^iiiinl^iilhlluiWimimWlli    3H Pnl Swtt WW SufcMO WMagm. OC 3000^  fMlW-WM fafl 

(torch 20,  1992 

Th« Honorable Vllliaa J.  HoftMi 
CkairBan 
Boui* SubcoMiltt** on IntcUvctual Property 

i Judicial AdBlnUtration 
Ml Cannon Rouao Offlca Building 
Vaahlncton. OC 2051S 

Daar Mr. Chalraant 

CBCHA, tba Coaputtr and Bualnaas Equipaant Hanufacturara Aaaociatlon. vlahaa 
to taka thla opportunity to shara vlth you our vlava on B.R.1417/S.634. 'Tha 
llotachnolofy Patant Protactlon Act of 1991*. la short, our aaabarahlp 
oppoaas tha laglalatlon in prlnclpla bac«oaa it ia praaantly drafcad ao 
broadly aa to apply to all taehoologlaa, Includlnt alactrlcal and coaputar 
arta. and not Juat to tha blotachoology induatry. 

CBEMA raprvaanta tha leadlnf adta of hl(h tachnolofy coMpaniaa in tha U.S. 
coaputar, builnasa cqulpaant and talacoaaunlcatlont Induatrlaa.  Our Basbara 
had coablnad aatisatad aalas of BOFO than $262 billion In 1990, Maklnf up 
about SZ of tha U.S. sross national product, and aaployad about 1.2 ailllon 
vorkara in tha Unitad Statas laat yaar. CBEXA aaabara fila for and racalva 
a larga nuabar of paianta avary yaar. and tharafora hara a diract and 
iaaadiata intarast in lafislation that would chanfa curr^t patent lav and 
practice. 

CSCMA provides laaderahip for the industry on key public policy isauea. 
CBEHA has historically atrivad to Inprove intellectual property protection 
available to ita neabers. and to that and, haa supported strong U.S. and 
foreign patant lavs *»  a aajor aaana both to protect the Intellectual 
proparty of Inventors and to proaota increased trade of Inforiation 
technology Industry products. 

CBEMA supports strong U.S. and foreign patent leva not only for the 
inierasta of its aeobers, but also for the strong public policy reasons that 
underlie the patent ayitea. Patents nerve public policy vhen they 
diflsealnata nov technology quickly and fully, and create nev and Innovative 
producta. On the other hand, public policy la defeated vhen patanta are 
iaproperly granted. In CBKKA'i opinion, patents are granted iaproperly vhen 
a full exaalnation procedure ii not carried out on instruaents that have 
such broad applicability. CBKMA has encouraged the Patent and Tradeaark 
Office to take ateps to iaprova the aeerching of all technologies. 

Vlth particular regard to S.654/B.R.14I7, CBIMA conaidera the concept of 
autoaatic allovance of patent claiaa vithout exaalnalioo, vfaich the 
legislation vould peralt, to be laprudent regardless of vtiat other clalas 
have been exaalned and found to be novel and non-obvious. Such unasaained 
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dalBS In • patent grant vill be applied vlth a presunption of validity 
against the public at large and against Industry to no positive benefit, and 
possibly to such hara. 

Referring specifically to electrical and coaputer acts, CBEMA holds that an 
autoaatic allowance of process clalas would create significant aischief in 
the infornation technology industry. As an example of the difficulties that 
would arise In coaputer industry art, assuae that a claia for a new coaputar 
systea that Is coaposed of aultiple eleaents and circuits in a given 
relationship is exaained and found to be novel and non-obvious.  Under 
S.6S4/H.R.1417, a claia In the saae application covering a "process of 
•afcing or using" that coaputer systea "shall not be considered as obvious". 

The problea with the above exaaple for the electrical and coaputer arts is 
in determining precisely how co-extensive the coaputer process aust be to 
the claimed computer system before the law applies to allow the coaputer 
process claim without exaaination. Hust every word in the process claia be 
identical to the product claia except for the insertion of process action 
words? If soae of the elements claimed in the coaputer systems invention do 
not relate to a specific process step, can they be eliminated? Can there be 
descriptors added to aodify the process action words? Can equivalent words 
be substituted? Can adjectives be added or deleted? 

The foregoing problems arise because, in most cases in the electrical and 
coaputer arts, an invention is claiaed as a combination of individual 
eleaents and circuits. There is no end-result biological substance, as in 
the biotechnology arts, for which claims for Its making or use can be 
clearly drafted and appropriately Halted to application to that substance. 
Because of the multiplicity of elements and circuits in a claimed computer 
Invention and the myriad ways of defining that combination invention, 
Including the addition or deletion of different elements and the use of 
different adjectives for describing those eleaents, this concept of 
autoaatic allowance, which the two bills would permit, siaply would not work 
in the electrical and computer arts, and would provide the opportunity for 
auch mischief and alsuse of the patent process in the information technology 
industry. 

An automatic, "per se* patentability would result In a multiplication of 
claims of unexaained scope and of dubious enforceabillty.  Further, the 
legislation as currently drafted could weaken present patent protection by 
actually establishing different classes of patent claims, some of which 
would be immune from full examination and therefore would be subject to a 
lesser standard. 

The Constitutional directive to secure for limited tines to inventors the 
exclusive right to their inventions has served this country and our Industry 
well. But it is essential for a proper working of the system that each 
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The Bonorabl* Vllliui J. HuglMa 
March 20, 1992 
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clala of Invantlon be exaalncd on ita ovn acrlts to dcterainc that it la a 
trua Invantlon baforc axclualva rlghta ara frantad ovar tha Industry and tha 
public at larga. 

Thara ara additional significant tachnlcal problaas with thia laglslatlon 
ralatln( to tha validity of tha unaxaainad process claias, tha aachanlcs of 
applying the doctrine of equivalents and prosecution history estoppel to 
unexaalned claias, which va would be happy to discuss with your or your 
staff. 

Vhlla we oppose tha two bills In their current foras, we would appreciate 
the opportunity to work with you to help craft legislation which resolves 
the problaas understood to be faced by the biotechnology industry without 
iapairing the intellectual property rights currently peraitted to others. 
If you have questions or coaaents, or if we can be of further assistance, 
please contact Ingrid Voorhces of our staff at 202/626-S7S4. 

Thank you for your consideration. 

Sincerely, 

jU.^^^i>^ 
John L. Plckitt 
President 

cci The Honorable Carlos J. Hoorhead 
Heabers of the House Intellectual Property and Judicial Adainlstration 

Subcoaaittee 
Tha Honorable Harry F. Hanbaek, Jr. 
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APPENDIX 15.-MEMORANDUM FROM GORDON M. BINDER, CHAIRMAN AND 
CHIEF EXECUTIVE OFFICER, AMGEN, INC. (WITH ATTACHMENTS), 
TO CHAIRMAN WILLIAM J. HUGHES, NOVEMBER 18, 1991 

AMGEti 
GORDON M CNOEP 

Cnotrman one 
Chief Ex«cu1fv« O'flcvf 

TO:    The Honorable Nilliam J. Hughes 

FKOM:  Gordon M. Binder 

DATE:   November IS, 1991 

KE:    The Reed for Protection Againit Unfair 
Foreign Exploitation of Biotechnoloov Patenta 

Patents are the life-blood of startup biotechnology 

companies.  Patents are used to attract the venture capital 

Mhich is necessary to finance the companies' research on new 

health care products.  Patents also allow biotechnology 

companies to enter into licensing agreements that result in a 

revenue stream until products can be approved and effective. 

Strong patent protection laws are essential to the success of 

the biotechnology industry. As the President's Council on 

competitiveness stated, 'ttlhe uncertainties in intellectual 

property rights for innovation in the biotechnology area 

continue to hamper the industry.' 

Current patent law does not adequately protect the 

biotechnology industry for two reasons. First, the decision of 

the Court of Appeals for the Federal Circuit, In re Durden. has 

made it difficult for biotechnology companies to secure process 

patent protection. Second, foreign competitors have discovered 

s loophole in the patent laws which allows a foreign company to 

MT>99r.Cenir lft40 Oeno«llond Dnv^ InousonaOoM, Cotito»nio51j;C'''? 
"ewcon* 805*99.S725 • "TT T«»«*i99AMO • I«*COO*<" !Oi J-'—'' 



infringe host cell product patents held by U.S. companies.  The 

infringing company is also allowed to import and market the 

product manufacutured by the host cell in the U.S. 

An example of this problem arose in 1983 when Amgen 

applied to the United States Patent and Trademark Office 

(*USPTO*) for patent protection of its developments regarding 

recombinant erythropoietin CrEPO*).  In late 1987, the USPTO 

granted Amgen a patent which included claims to the gene 

encoding erythropoietin and recombinant host cells containing 

this gene.  However, because of the Court of Appeals for the 

Federal Circuit's decision. In re Durden. which held that in 

the case of a starting material that is not novel and a 

resulting product that is not novel, a process patent cannot 

issue, the USPTO would not allow claims to the process for 

making rEPO using the patented host cells. 

More than a year after the grant of Amgen's patent 

claiming the host cell required to produce rEPO, Amgen finally 

obtained allowance of process claims.  At this time, issuance 

of the process patent awaits resolution of an interference 

proceeding at the USPTO.  Amgen estimates that it experienced 

at least a three year delay in obtaining enforceable process 

patent protection as a result of In re Durden. 

- 2 



Biotechnology companies in the United States are also 

challenged by foreign competitors who exploit a loophole in the 

United States patent laws.  A Japanese competitor is utilizing 

a recombinant host cell, for which Amgen holds a United States 

patent, to manufacture rEPO in Japan.  The competitor seeks to 

import and market rEPO in the United States.  This competitor 

is attempting to do what no company can legally do in the 

United States- manufacture rEPO and compete with Amgen in the 

U.S. market. 

Amgen is not the only entity facing this problem.  A 

brief patent search indicates that there are other small 

biotechnology companies and universities that have obtained 

only host cell protection.  If the loophole in the patent laws 

is not closed these companies and universities could also 

experience foreign infringement of their host cell patents. 

During the last Congress, Congressman Boucher and 

others introduced legislation to resolve both the process 

patent and host cell patent problems.  The original Boucher 

legislation would have overruled In Re Durden. as it applies to 

biotechnology, and would have excluded products from the United 

States, or from interstate comnerce within the United States, 

if they were produced overseas in violation of a United States 

product patent describing a biotechnology process.  The 

provision which would have excluded products made in violation 

- 3 



of a United States product patent was dropped by Representative 

Boucher because Amgen was In litigation with a competitor over 

the gene and recomblnant host cell patent and because of 

problems with the General Agreement on Tariffs and Trade 

(-GATT"). 

Neither of these problems exist any longer.  The Court 

of Appeals for the Federal Circuit recently resolved the 

litigation between Amegen and its competitor by holding that 

Amgen's patent on the gene and recomblnant host cells, which 

produce rEPO is valid and enforceable; the competitors patent 

was also invalidated.  Potential problems with the GATT can be 

resolved simply by deleting the amendments to the Tariff Act. 

By retaining the amendments to Title 35 of the U.S. Code, 

shipment into the United of products made overseas in violation 

of a U.S. product patent can be avoided. 

The foreign infringement of product patents loophole 

results in the unfair exploitation of U.S. technology and the 

export of U.S. jobs.  To retain the United States leadership in 

biotechnology, this loophole must be closed.  This may be 

accomplished through the attached amendment, which has been 

carefully crafted to respond to cooaents by the Administration. 

9660C 

- 4 
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PKOFOSSD iWEHDMEBT TO 
BIOTEOgMMCT PATBH"  PBOTKCTIOM ACT 

Background 

Current legislation pending before the House and 

Senate Judiciary Coranittees (H.R 1417 and S.654 — The 

Biotechnology Patent Protection Act) would have the effect of 

greatly facilitating the award of patents on biotechnology 

processes, principally through overturning the case of Tn ra 

Durden. X/ 

In a July 1990, letter from the Department of Conmerce 

General Counsel, Wendell L. Nillkie II, to former 

Representative Robert Xastenmeier (the "Nillkie letter') on 

similar legislation, the Department expressed agreement with 

the need to overturn In xA Durdpn as it applies to 

biotechnology processes. The Nillkie letter expressed 

disagreement, however, with a provision in the proposed 

legislation intended to close a loophole that enables foreign 

infringers to engage in off-shore activity that would violate 

U.S. patent laws if conducted within the United States. 

V In £fi QuldfiU, 763 F.2d 1406 (Fed Cir. 1985), the Court of 
Appeals for the Federal Circuit held that a process of making 
or using a patentable compound is not Itself necessarily 
patentable simply because it makes or uses that compound. 

Amgvn Ceni«f. 1840 DehovHIcno Dfiv* T'^riiscrc Oc», Cjitfornio o:Tro*'*3" 
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In October, 1991 the Department of; Comaerce, in a 

letter to Senator Charles Grassley from Assistant Secretary and 

Patent Conmissloner Harry F. Nanbeck, Jr. (the "Manbeck 

letter*) addressed an amendment to S. 654 proposed by Amgen 

that had attempted to meet most of the objections raised in the 

Willkie letter. 

Amgen believes that providing protection to product 

patent holders who lack process patents against off-shore 

infringers is an essential element of biotechnology patent 

protection legislation.  We have revised the amendment, taking 

into account conments in the willkie and Nanbeck letters; the 

resulting proposal responds to their legitimate objections. 

The Willkie letter expressed opposition to protecting 

biotechnology patents through amendments to section 337 of the 

Tariff Act of 1930.  For this reason, the new proposal does not 

include amendments to Section 337 included in the original 

legislation. 

•aceaslty of ftanrnllMttlt 

Both the Willkie and the Nanbeck letters express the 

view that it is unnecessary to extend enforcement of the rights 

of a patent claiming biotechnological material to products made 
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using such material if the current inpedlments to obtaining 

patents on biotechnology processes are removed by legislation. 

Any suggestion that merely overturning In re Durden is 

by itself sufficient to protect the biotechnology industry is 

premature.  There are several instances of biotechnology 

companies and universities having patents which claim host 

cells that do not includes claims to a process for making a 

product using that host cell. When faced with the rejection of 

a process claim because of In re Durden. many applicants may be 

forced, because of cost or other reasons, to accept claims 

limited to host cells and abandon any process claims.  For 

these conpanies and universities in such instances the 

overturning of in re Durden is insufficient. 

In effect, the letters appear to guarantee that in all 

cases the patentee of a biological material would be assured 

that process protection is available. Obviously, no one can 

provide such assurances. 

For these reasons, the assertion that the proposed 

amendment is unnecessary is simply incorrect. 

Limiting Belief to • Particular Industrr 

Both letters express opposition to limiting relief to 

a particular industry. 

First, and most importantly, it is the peculiar nature 

of the biotechnology industry that makes this amendment 
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necessary.  Due to differences in technology, other Industries 

simply do not have the problem the proposed amendment 

addresses.  Prior to the dawn of biotechnology, there was, to 

our knowledge, no instance of gaining product patent protection 

on the technological process used to produce a product. Other 

industries are protected from the use of patented technology 

overseas through parallel amendments applicable to process 

patents enacted in 19BB.  (The 1988 law is discussed below.) 

In addition, of course, many laws applicable to 

certain segments of industry have been enacted over the years. 

Perhaps the most relevant example is patent term extension 

legislation, which includes special provisions assuring patent 

term extension for products manufactured primarily through the 

use of recombinant DMA technology, even if an identical product 

manufactured in a different way is already on the market.  See 

35 U.S.C. S 156(a)(S)(B). 

Definition of the term •hiotechnological —tarial* 

Following careful review of the Willkie and Manbeck 

letters' concerns over the definition of biotechnological 

material, the proposed definition satisfies the concerns 

expressed in the letters.  Under the new amendment, the term 

"biotechnological material* means any host cell, DHA sequence, 

vector or host cell, which is utilised in the production of the 

product." 
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to Saetlon 154 of Title 35. Dnited Sf ta« Coda 

Both letters express concern that the protections 

sought by Amgen Mould expand patent protection beyond the 

products nade using the patented material.  The Willkie letter 

(page 6) suggests clarifying language and our amendment 

incorporates the suggested language. 

The KtfectiTa Date Issue 

In both letters, the Department of Commerce expresses 

concern that the effective date of such legislation not be 

construed as 'retroactive.* Given these concerns, the 

appropriate effective date for the proposed Biotechnology 

Patent Protection Act should be based upon the effective date 

generally established by the 1988 Process Patent Amendments Act 

for the following reasons: 

Laoiglation Imnactino Conmercial Relationships 

The effective date of legislation often has an impact 

on contemplated or existing commercial relationships.  Indeed, 

legislation potentially affecting such relationships many times 

has an immediate effective date, or is made effective shortly 

after enactment.  For example, in several situations involving 

the importation of products. Congress has enacted legislation 

that has immediate effect. 

• Antidumping Measures.  In 1988< Congress enacted a 

number of measures designed to prevent the circumvention of 

5 - 



existing dumping and countervailing duty orders by importation 

of parts of the products subject to the orders rather than the 

products themselves. Trade and Competitiveness Act of 1988, 

P.L. 100-418, 100th Cong., 2d Sess. (1988) SS 1311-1337 

(Amendments to Title VZI of the Tariff Act of 1930 (19 U.S.C. 

S 1671 aiu isa-)) •     in order to remedy this problem, the 1988 

Act amended the Tariff Act to allow the application of dumping 

and countervailing duty orders to 'merchandise sold in the 

United States [...] completed or assembled in the United States 

from parts or components produced in the foreign country with 

respect to which such order or finding applies.* Trade and 

Competitiveness Act, ailSCA, S 1321(a), codified it  19 U.S.C. 

S 1677j.  The Amendments to the antidumping and countervailing 

duty provisions were explicitly made applicable to "articles 

entered, or withdrawn from warehouse for consumption* as of the 

date of the legislation's enactment.  Trade and Competitiveness 

Act, siUtCA. S 1337(d), codified at 19 U.S.C. S 1671 Rote. 

•  ITC Jurisdiction to Prohibit Unfair Imports.  The 

1988 Trade and Competitiveness Act, discussed above, also 

contained provisions designed to enhance the protection of 

products claimed by U.S. patents from competition by 

importation of infringing products from other countries.  The 

Process Patent Amendments Act of 1988, au££A, made several 

amendments to the existing protections provided under Section 

337 of the Tariff Act of 1930, 19 U.S.C. S 1337.  The effect of 

- 6 
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these amendments was to relax that provision's requirement of a 

showing of potential harm to an American industry, and to 

expand the authority of the ITC to bar importation of goods 

infringing U.S. patents.  Again, the amendments were made 

effective upon enactment, without special provision for 

exemption of any commercial transactions already ongoing. 

Trade and Competitiveness Act, aU££A> S 1342(d), codified aJt 19 

U.S.C. S 1337 Note. 

•  Ban On Imports From Terrorist Countries.  Congress 

has also exercised its plenary power over interstate and 

foreign commerce to ban, or delegate to the President the 

authority to ban, the importation of goods where either the 

product itself or the country of export is antithetical to U.S. 

security or values. An example of such legislation is the 

provision in the International Security and Development 

Cooperation Act of 1985, P.L. 99-83, 99th Cong., 1st Sess. 

(1985) S 505, codified fit 22 U.S.C. S 2349aa-9.  While the Act 

was enacted on August 8, 1985, and did not go into effect until 

October 1, 1985, P.L. 99-83, S 1301, the import bans authorized 

by the Act will be effective upon implementation by the 

President.  No provision is made for exemption of existing or 

ongoing transactions. 

It is clear, in light of these and many other examples 

of legislative acts with immediate effect, that when Congress 

determines that existing laws governing imports are unfair, or 

- 7 - 
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contrary to the national Intareat, it hai willingly corrected 

•uch laws tfith an ianediate effective date. 

Proceai Patant Leqlalatlon 

Nhile, aa noted above, it is not unusual for the 

effective date of legislation to be ianediate (or shortly after 

enactment), in soae cases involving imports. Congress has 

provided for 'grandfather* exenptions for goods already in the 

flow of cosMerce. The most relevant example is the 1988 

Process Patent Protection Act, 2/ which amended the law to 

protect against conowrcial distribution of products made 

overseas in violation of a U.S. process patent. 

The Process Patent Protection Act was made effective 

six flunths after enactment: 

(a) IH GEHEKAL.  The amendment made by this subtitle 
takes effect 6 months after the date of enactment of 
this Act and subject to subsections (b) and (c), shall 
apply only with respect to products made or imported 
after the effective date of the amendments made by 
this subtitle. 1/ 

In addition, Congreas provided two exceptions to the 

general prohibition stated above. The first is as follows: 

(b) EXCEPTIOBS.  The amendments made by thia aubtitle 
shall not abridge or effect the right of any person or 

2/ P.L. 100-418, 100th Cong.. 2nd Sess. (1988) SS 9001-9007. 
codified At 35 U.S.C. SS 1 BOte. 154, 271, 271 Rote, 287, 295. 

1/ Sec. 9006(a). Subsection (c) is not relevant to this 
discussion. 

- 8 



243 

any successor In business of such person to continue 
to use, sell or import any specific product already in 
substantial and continuous sale or use by such person 
in the United States on January 1, 1988. . . . 

35 O.S.C. S 271 Note. 

This exception was accompanied by a second exception 

designed to apply to a specific industry: 

*. . .or for which substantial preparation by such 
person for such sale or use was made before such date, 
to the extent equitable for the protection of 
commercial investments made or business commenced in 
the United States before such date . . .* 

Id- 

Aa the accompanying Senate Report indicates, the 

second exception was solely crafted on behalf of the generic 

pharmaceutical industry.  The Congress was concerned about the 

unique situation of that industry, which had several 

Abbreviated Mew Drug Applications ('ANDA's') which had not yet 

approved at the tinw of the legislation's effective date. 

Because many of the generic companies could not meet the 

'substantial and continuous use or sale* exception. Congress 

went one step further and included an "equitable exception* for 

products having submitted abbreviated applications for 

premarket approval, but not yet in commercial use. 

The Conmittee confirmed that this exception was unique 

when it stated: 

Apart from this particularly sensitive area [generic 
drug ANDA's], the Connittee envisions that the courts 
will interpret the scope of the grandfather clause 
(i.^A^,  exemptions from the substantial and continuous 

- 9 - 
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sale or use standard) in the individual cases brought 
before them with a view to the qualifying language 'to 
the extent equitable' in the provision.  Ordinarily a 
party whose business before the grandfather date 
involved infringing activity should be able to 
continue import, use or sell the product as necessary 
to maintain the same level of business but not to 
expand such business bv increasing the volume of 
products that he is using or sellinc. unless of course 
he has prospectively committed himself to such 
increases in a contract made prior to the grandfather 
date. . . . i/ 

As the Senate report language indicates, this 

so-called "equitable exception" was not the norm, but purely an 

aberration provided for at the behest of a politically popular 

and potent interest group — the generic pharmaceutical 

industry.  Ho such "equitable exception" need be extended to 

any group in the biotechnology patent protection legislation. 

Nevertheless, as explained below, the proposed amendment 

includes an effective date provision identical to that in the 

1988 law. 

Anaen's Proposed Amendaient 

Enclosed is a proposed amendment to S.654 and H.R. 

1417. The proposal amends Title 35, U.S. Code, to protect 

against comoiercial distribution of products in the United 

States made overseas in violation of a U.S. product patent on 

biotechnological material.  It has been carefully crafted to 

1/ S. Rep. No. 83, 100th Cong., Ist Sess. at 59 (1987), 

10 - 
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reflect, wherever possible, the positions tsken in the Hillkie 

and Manbeck letters. 

It should be noted that the Willkie letter includes 

the following suggestion relating to the effective date of the 

provision contained in previous legislation designed to provide 

the same protections sought by the proposed amendnient: 

'Should [the provision] be retained, we would favor 
that its amendments apply prospectively, although 
parties now in litigation should be left to settle any 
disputes in accordance with the law in force at the 
time at which the acts in question occurred,  we defer 
to the Congress with respect to any other exceptions 
which might have to be made to take into account 
equitable considerations for the protection of 
connercial investments made or business commenced in 
the United States, before the effective date of the 
amendments^ 

Willkie letter at 6. 

As previous testimony to the Congress (attached) 

indicates, all patent litigation between Amgen and its 

competitors has been resolved.  Thus, no settlement of such 

disputes is called for. 

There is merit to Mr. Nillkie's suggestion that 

Congress resolve the effective date issue based on equitable 

considerations.  For this reason, the proposed amendment 

includes effective date language taken in total from the 1988 

process patent law.  Thus, the amendment's grandfather clause 

includes a six month delay in effective date; in addition, it 

includes tiSiih  the 'substantial and continuous sale or use* and 

'equitable exception' language from the 1988 law designed to 

11 - 
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protect against unfair foreign exploitation of proceas 

patents. Thus, the proposed effective date provisions are 

clearly prospective in nature. 

In sum, the enclosed anendnent responds to the 

overwhelning majority of concerns expressed in the Willkie and 

Manbeck letters.  In particular: 

• The anendments to Section 337 are deleted. 

• It includes clarifying language to the definition 

of 'biotechnological material* and to Section 154, as suggested 

in the letters. 

• The amendment includes the effective date 

provisions Congress provided in 1988 with respect to products 

made overseas in violation of U.S. process patents. 

1090U/1703O 
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AMENDMEWT TO S • 654 

Offered by 

Insert the following at the end of the bills 

SEC. 4.  INFRINGEMENT BY IMPORTATION, SALE OR USE. 

(a) Infringement. — Section 271 of title 35, United 

States Code, is amended by adding at the end the following new 

subsection: 

*(h) Whoever without authority imports into the 

United States or sells or uses within the United States a 

product which is made by using a biotechnological material (as 

defined under section 154(b)) which is patented in the United 

States shall be liable as an infringer if the importation, 

sale, or use of the product occurs during the term of such 

patent." 

(b) Contents and Term Patent. — Section 154 of title 

35, United States Code, is amended — 

(A) by inserting "(a)" before "Every"; 

(B) by inserting *<1>* after *in this title"; 

(C) by striking "and if the invention" and inserting 
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-(2) if tha Invantiott*; 

(D) by Inserting after 'products nade by that 

process,* the following:  'and (3) if the invention is a 

biotechnological material used in making a product, of the 

right to exclude others from using or selling throughout the 

United States, or importing into the United States the product 

made or using such biotechnological material*; and 

(E) by adding at the end the folloMing: 

*(b)  For purposes of this section, the term 

'biotechnological material' means any host cell, DRA sequence, 

or vector.* 

(c)  Effective Date. 

(1) In General.  The amendment made by this 

section shall take effect six months after the date of 

enactment of this Act and, subject to subsection (c)(2), shall 

apply only with respect to products made or imported after the 

effective date of the amendments made by this section. 

(2) E«ceotion«. The amendments made by this 

section shall not abridge or affect the right of any person, or 

any successor to the business of such person, (i) to continue 

to use, sell, or import any specific product already in 

substantial and continuous sale or use by such person in the 

United States on January 1, 1991, or (ii) for which substantial 

preparation by such person for such sale or use was made before 

2 - 



249 

•uch date, to th* estant equitable Cor the protection of 

coimerclal Inveatnent made or bualnesa coimenced in the United 

Statea before auch date. 

1458L 
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STATEMEMT OP OOROOH BtHSn 
OfAISMAM AMD CHIEF EXECUTIVE OFFICEa 

ANSEI, IBC. 

Ht. Chalnun and N«nb«ta of the CoonlttM. I aa 

Gordon Binder, ChiaC Exacutiva OfClear and Chalraaa of tha 

Board of Aogan, Inc., a biotachaology coapanr haadquartarad In 

Thouaand Oaka, California. I am hara today to ahara with you 

tha azparlanca of en* of thla country'a largaat blotachaoloqy 

companlaa with unfair foralgn ceaipatltlon. 

Aagan la tha aeknowladgad laadar la tha davalopaant 

and production of racoablnaat arythropolatla (or rlPO). 

Epogan* la Aagan'a oaly approrad product. HovoTar. Aagan'a 

markatlng of thla product In tha Unltad Stataa la balng 

challangad by a foralgn eoapatltor who la asploltlng a loophola 

in Unltad Stataa pataat and trada lawa. Our Japanaaa 

conpatltor producad a rBFO product In Japan by ualng a 

racomblnant hoat call on which Aagan holda a O.S. patant and 

thay plan to laport aad aMrkat tha product In thla country. It 

waa thla loophola la tha pataat aad trada lawa — allowing 

foralgn coapaalaa to •aka a product ovaraaaa ualag tachaology 

patantad by a 0.8. coavany — tachnology that thay could not 

uaa in tha Onltad Stataa — which waa taatad by Amgan bafora / 

tha Intaraatlonal Trada Coonlaaion (ITC) and aubaaguaatly tha 

O.S. Court of Appaala for tha Padaral Circuit (CATC). Tha 
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rMulting d«Bial br tb« ITC and CATC of any protaetlon for 

Amg«a fcoa unfair Cocaign coaipatitioa convinced lt«pr«a«ntatlv« 

Bouctor and othars that cbangaa muat ba mada In tba 

Unltad Statas patant and trada laita to protact our 

biotachnolonr induatry froa unfair compatition and dalaya in 

obtaining anforcaabla patant protaction. In fact, tba Court of 

Appaala opinion cbaraetarisad tba ebangaa aa *a taak for tba 

Congraaa, wbicb can axplora ita iapact and aida affacta'. 1/ 

Wa congratttlata Mr. Boucbar. Mr. Moorbaad, Mr. Saaaaabrannar, 

Mr. Ryda, Mr. Banua and otbara for raco«alsia« tbia typa of 

uafair coapatitioa and workiag to paaa lagialatioa to atop it. 

Sinea ita fouadlng in 1980, Aagaa baa baan dadicatad 

to tba daTalopaant of buaMu pbarmacauticala uaing advancaa in 

racoabinant DMA tacbnolonr 'Bd mlacular biology. Aagan 

atartad wltb a tlS •lllioa privata-aquity funding, in\folTing 

Tantura capital firaa and two aajor corporation*. Tba conpany 

incraaaad ita nat north tbrough public atock offaring* in 1983, 

19ac and 1987. Mow on* of Aaariea'a laading biotacbnology 

firma, Amqmn  apaat alght yaara and ovar tlOO million to davalop 

1/     ^anr*  Tnr• •. n-«- Tntarii»tion«l Tr«.1« rrtmmimmJM.   Ro. 
89-1523 (rad. dr.. April 27. 1990) at 17. 
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biotechnology firms, Amgen spent eight years and over $100 

million to develop its rEPO product, pioneering a 

genetically-engineered pharmaceutical of enormous medical value 

to many thousands of patients suffering from anemia. 

The development of rEPO began with the cloning of the 

gene encoding erythropoietin which was first accomplished by 

Anigen scientists.  rEPO represents a breakthrough therapy for 

more than 100,000 Americans on dialysis who suffer from anemia 

associated with kidney failure.  For these patients, rEPO 

replaces the natural erythropoietin the diseased kidneys are no 

longer able to produce.  Amgen's EpogenO alleviates often 

severe and debilitating anemia, and allows patients to resume a 

more normal life.  Leaders in the medical community have called 

Epogen* the most significant development for patients with 

renal disease since the advent of dialysis. 

The primary treatment for severe anemia previously was 

repeated blood transfusions which present hazards (i...e^, 

exposure to AIDS and hepatitis), and provide only a partial and 

temporary increase in the patient's red blood cell level,  what 

clearly was needed was a replacement of the missing vital 

protein, erythropoietin.  However, the naturally occurring 

human protein Itself was difficult to obtain.  Previously a 

form of the protein was found only in minute quantities In 

urine, and to this day this product cannot be effectively used 

for human testing or treatment.  Through recombinant DNA 

3 - 
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technology and molecular biology, Amgen's scientists were able, 

for the first time, to produce an erythropoietln product for 

therapeutic uses. 

Patent and RBgulatory StatuK 

Clinical trials began in 198S.  In June 1989, the Food 

and Drug Administration ("FDA") approved Amgen's Product 

License Application for EpogenO.  Amgen's rEPO has been 

designated by FDA as an orphan drug, and thus was granted seven 

years of exclusive marketing approval in the United States for 

the use of the drug for treatment of anemia associated with 

chronic renal failure. 

Amgen applied for patent protection for its 

developments regarding recombinant erythropoietln in late 

1983.  In October 1987, the U.S. Patent and Trademark Office 

("PTO") granted Amgen a patent which includes claims to the 

gene encoding erythropoietln and recombinant host cells 

containing this gene.  This patented technology is the only 

practical means of producing rEPO.  However, because of In IS 

Durden the USPTO would not at that time allow claims to the 

process for making rEPO using the patented host cells. 

With knowledge of Amgen's successful development of 

rEPO, Genetics Institute ultimately replicated Amgen's 

success.  Because the patent awarded to Amgen did not have 

appropriate process claims, on November 1, 1987, the President 
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of Genetics Institute publicly stated that Chugai (Genetics 

Institute's licensee) Mould simply avoid Angen's patent by 

manufacturing recombinant EPO overseas and then import the 

product into the United States.  Genetics Institute's 

recombinant host cell had been shipped to Japan, thus allowing 

Chugai to conduct manufacturing activities in Japan that would 

constitute patent infringement if conducted in the United 

States.  Chugai is hoping to do what no company can do in the 

United States — manufacture rEPO and compete with Amgen in the 

United States market. 

In 1988, Chugai formed Chugai-Upjohn, a partnership 

with the Upjohn Company to market Chugai'a rEPO and imported 

rEPO for clinical trials in the United States.  Because Amgen's 

rEPO enjoys orphan drug exclusivity for the chronic renal 

failure Indication, i./  Chugai's rEPO cannot be approved by FDA 

for chronic renal failure. Chugai can file an application with 

the FDA for other uses of rEPO.  Upon approval of that 

application, Chugai could connience importing rEPO from Japan 

and sell it in the United States. 

2/ The Orphan Drug Act authorizes the award by the Food and 
Drug Administration of seven years of marketing exclusivity for 
a drug designated for a rare disease or condition.  The law's 
definition of 'rare disease of condition' includes one which 
affects less than 200,000 people in the United States.  SSfi 
Section S2e(a>(2> of the Federal Food, Drug and Cosmetic Act. 
Epogen*, approved for the treatment of anemia associated with 
chronic renal failure, is a drug that meets such definition. 

5 - 
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sine* 1983, whan it first filed a patent application 

claiming its pionearinq racombinant erythiopoiatin technology, 

Angen has had patent applications pending that would protect 

not only the end product of its enormous research and 

development effort, but the manufacturing process as well. 

Significant delays in the issuance of • process patent were 

encountered as a result of the USPTO's Initial reliance upon 

the holdings of In i£ Durden.  Amgen estimates that at least a 

three year delay in issuance of enforceable process patent 

protection was engendered by In Cfl Durden. 

More than a year following the filing of Amgen's first 

patent application. Genetics Institute filed an application 

which resulted in a patent on a process which purportedly 

further purified an EPO product from human urine as well as on 

• 'purified* version of this EPO product. The CAFC has 

recently held this patent to be invalid. 1/ 

A little more than a year following the grant of 

Amgen's patent claiming the host cell required to produce rEPO 

Angen finally overcame the Patent Office's initial rejection of 

its application in view of la £A Durden and obtained allowance 

of process claims.  However, issuance of the process patent 

awaits resolution of an interference proceeding at the USPTO. 

1/  Amgen. Inc. v. Chaoai Pharmaceutical Co.. Ltd. and Genetics 
Institute. Inc.. No. 90-1273,   F.2d   (Fed. Cir., 1991). 



•mi TIT niiiMi 

To protact itself from unfair acts of a foreign 

competitor, on January 4, 1988, Amgen filed a complaint before 

the International Trade Conraission (*ITC*) alleging unfair acts 

of Chugai regarding importation to the United States of rEPO 

manufactured in Japan using the recombinant technology for 

which Angen has obtained a United States patent. 

The issue before the ITC dealt with the meaning of 

relevant provisions of the Tariff Act of 1930, which, in 

pertinent part, defines an 'unfair act* as 

[tlhe importation for use ... of a 
product made ... by means of a 
process covered by the claims of any 
unezpired valid United States letters 
patent. V 

Although the host cells claimed by the Angen patent and 

utilized by Chugai to manufacture rEFO in Japan are the only 

luiown way to produce recombinant erythropoietin, Chugai took 

the position that no 'unfair act' occurred because the Angen 

patent lacks a 'traditional' process claim. 

In 1988, as part of its revisions to the trade law, &/ 

Congress changed the authority of the ITC to make it easier for 

i/    Section 337(a)(l)(A)(ii) of the Tariff Act of 1930. 

^/    Omnibus Trade and Competitiveness Act of 1988, Pub. L. 
100-418.  The provisions of Section 337(a)(1)(A)(ii) quoted 
above were not modified by the 1988 law. 
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Anerican Innovators to obtain protection from unfair acts. 

Senator Lautenberg, one of the drafters and sponsors of these 

changes, explained in no uncertain terms during the debate on 

the 1988 legislation that it Mas Congress' intent in enacting 

the reforms to protect U.S. genetic engineering technology 

against actions such as Chugai's.  As stated by Senator 

Lautenberg: 

Section 337(a)(1) (a reenactment of 
section 337a) will provide the 
assistance necessary for emerging U.S. 
Industries such as the biotechnology 
industry, to compete in a marketplace 
without interference due to unfair acts 
of foreign competitors.  The continued 
broad jurisdiction of the International 
Trade Commission will help U.S. 
industry address the unfair activity of 
foreign competitors who, for example, 
import products manufactured using 
patented genetic engineering 
technology.  Merely moving manufacture 
offshore does not absolve the wrongdoer 
from the reouirement to compete 
fairly.  This Trade Act protection 
prohibits the foreign enterprise from 
taking jobs from American workers by 
doing offshore that which they could 
not lawfully do in the United States. 

134 Cong. Rec. S10714 (daily ed. Aug. 3, 1988) (statement of 

Sen. Lautenberg) (emphasis added). 

In January, 1989, ITC Administrative Law Judge Sydney 

Harris found that Angen was the first to clone rEPO and held 

that Chugai's activities in use of the patented host cell to 

manufacture rEPO, if practiced in the United States, would 

constitute infringement.  Judge Harris, however, also held that 

- B 
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dcspit* Senator LautantMrg'• floor atatanant, tha laglalativa 

hiatory of tha pradecaaaor atatuta to Section 337(a) compallad 

tha concluaion that, slnca Angan'a patent doea not 'cover* the 

proceaa for producing rBFO (but, inatead claims the EPO gene 

and hoat cella which produce rEPO), there is no violation of 

Section 337(a). 

In April 1989, however, the ITC dismissed Amgen's 

initial complaint, concluding that the ITC lacked jurisdiction 

under Section 337(a) since Amgen did not have a traditional 

proceaa patent claim. Thia decision was appealed to the CAFC, 

which affirmed the ITC's decision one year later. The opinion 

included a clear statement that the remedy 'is a task for the 

Congress' and not the courts. Xf 

Litigation in tlm Diatriet Courts 

In October 1987, Amgen sued Chugai and Genetics 

Institute for patent infringement and brought a declaratory 

judgement action for non-infringement and invalidity of the 

Genetica Inatltute patent.  In December 1989, a United States 

District Court in Nassachuaetts determined that certain claims 

of both Amgen's and Genetics Institute's patents were valid and 

others were invalid. A/ However, the court categorically 

1/ See page 2. 

A/ Amgen. Inc. v. Chuo«l Pharmaceutical Co.. Ltd.. 13 
U.S.P.O.2d 1737 (D. Mass., 1990). 
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stated that Angen was first to Invent the gene and host cell 

that lead to the development of rKFO. The District Court's 

decision was appealed to the CAFC which in March 1991 

unanimously held that Angen's patent is valid and enforceable, 

but held Genetic Institute's patent to be invalid. 2/ 

EFFECT OF AMGEM'S EXPERIENCE 
WITH THE PATKITT AMD TBADB LAWS 

Both an Administrative Law Judge and a Federal 

Magistrate — finders of fact — have determined that Arogen 

performed the pioneering work that led to the invention of 

rEPO. Following the recentCAFC's decision, the litigation to 

date has the following effect: 

• Amgen holds a valid and enforceable U.S. patent on 

the gene and recombinant host cells which produce rEPO.  This 

prevents United States based manufacturers from using this 

patented technology to produce an rEPO product in this country. 

• Genetics Institute cannot legally manufacture rEPO 

in the United States without infringing Amgen's host cell 

patent.  However, Chugai can continue to escape the 

applicability of U.S. patent laws by manufacturing rEPO in 

Japan and importing it into the United States. 

%/    See page 6. 

10 



• since 1983, Angen has had pending a process patent 

application and, to date, in spite of overcoming the rejection 

of the claloa in view of la lA  Purden in the USPTO, a patent 

having process claims has not Issued. 

• Because the ITC and the CAFC have held that 

Section 337(a) applies only to traditional procesa claims, and 

not claims on the biological materials essential for the 

production of rEPO, Chugai remains free to produce rEPO abroad 

by using Amgen's patented technology, and import the rEPO 

product into the United States.  Only because Chugai's rEPO has 

not been approved by FDA is Chugai unable to enjoy the fruits 

of Its scheme to use Angen's technology in Japan to manufacture 

recomblnant EPO for sale in the United States. 

OOMIEKTS OH S. 654, AID THE 
•ggP rot  ftnOTTIMMOi PEOTBCIIQHS 

Mr. Chairman, Aagen's experience reveals a significant 

weakness in U.S. patent and trade laws that were drafted prior 

to the dawn of biotechnology.  In oui opinion, the legislation 

before this Cosnittee forms the basis for a long overdue 

updating of the law to overcome unintentional barriers to the 

award of biotechnology process patents and protection against 

the unfair competition resulting from the use of U.S. patented 

technology by foreign competitors overseas. 

S. 654 is designed to counter the effect of the In is 

Durden decision for biotechnology patents to the extent that In 

- 11 
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X£ Diirclan may prohibit pioneers from obtaining process patent 

protection on a process using recombinant host cells.  As noted 

earlier, although Amgen has overcome a rejection under la  Cfi 

Durden and obtained allOMed process claims with respect to 

rEPO, Amgen has no desire to see other members of the 

biotechnology industry experience similar delays in obtaining 

enforceable protection.  Strengthening the patent laws to 

protect pioneering innovators is critical to the United States 

biotechnology industry — and clearly is in the national 

interest. 

S. 654 does not, however, completely insure that 

results such as the one that faced Amgen are corrected and not 

permitted to occur in the future.  In Aragen's view, additional 

protections are necessary to prevent one from doing offshore 

what one cannot do in the United States and still compete in 

the United States market. 

Last year. Senator OeConcini introduced legislation 

(S. 2326, 101st Cong., 2d Sess.) designed to overcome such 

unfair competition in two ways.  First, it proposed to provide 

that the protections of Section 337(a) are not limited to 

traditional process patents.  Second, it proposed amendments to 

Title 35, U.S. Code, to extend the enforcement rights of a 

patentee of biotechnological material to products made using 

such material.  The necessity of this provision was best set 

forth by Senator DeConcini himself last year in the statement 

announcing introduction of S. 2326 last year: 

- 12 
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Contrary to the intention of the 19B8 
amendinents to section 337 . . . the 
International Trade Commission has recently 
ruled that foreign manufacturers are still 
permitted to take patented biotechnology 
materials offshore to produce a product to 
ship back into the United States without 
legal recourse to the patentee. This 
practice has had a deleterious effect on the 
American biotechnology industry. Ifi/ 

The author of the House companion bill (H.R. 3957, 

101st Cong., 2d Sess.), Representative Boucher, was equally 

adamant about the need to expand the judicial interpretation of 

Section 337: 

Congress recognised in the 1988 trade 
bill the principle of preventing the 
importation of foreign products when 
the manufacture of the product in the 
United States would be an act of patent 
infringement.  Granting the 
International Trade Commission 
jurisdiction over such foreign products 
will not extend any new patent rights 
but will expand the available legal 
remedies for existing rights. 

In 1987 the biotechnology field yielded 
nearly 36,000 jobs, of which half were for 
scientists and engineers.  Approximately 33 
States are engaged in some type of research 
and biotechnology effort,  in lioht of thi« 
investment, the United States can ill afford 
to let another le»c1in(;i technicallv oriented 

ifl/ 136 Cong. Rec. S3107-3108 (daily ed.. March 22. 1990) 
(remarks of Sen. DeConclni). 
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industry fall victim to unfair 
coiBpetltion- 11/ 

Nothing has changed since these bills were introduced 

that alleviates the need Cor remedies provided in the 

legislation introduced last rear. 

We are thus disappointed that this year's legislative 

proposal, S. 654, abandons the straightforward provisions of 

the earlier legislation. Congress should directly update the 

law to protect against foreign competitors using technology 

claimed by U.S. biotechnology patents and competing in the U.S. 

market. For the reasons set forth below, the more indirect 

method chosen by the sponsors of S. 654 does not completely 

close the loopholes that allow competitors to unfairly reap the 

benefit of inventiveness, initiative, and entrepreneurship 

which the United States has invested — loopholes which, if not 

properly remedied, will have a negative impact on the United 

States economy by discouraging revolutionary brea)cthioughs in 

the development of important new medical therapies. 

Commerce Department Bill Report on 
Biotechnoloav Patent Protection Laaialatlon 

Mr. Chairman, Amgen is aware that S. 654 is designed 

to accomaodate the views of the Department of Commerce 

11/ 136 Cong. Rec. E214 (daily ed. Feb. 7, 1990) (remarks of 
Rep. Boucher). 
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expressed In a July 1990 letter to Congress. The letter 

expressed agreement with the need to overturn la XB Durden as 

it applies to biotechnology processes, but voices several 

objections to the provisions amending Section 337 of the Tariff 

Act of 1930, as well as Title 35 of the United States Code, to 

extend enforcement of the rights of a patent claiming 

biotechnological material used in the manufacture of a 

recombinant product.  The principal reasons advanced in the 

letter against these provisions are its impact on the GATT 

negotiations, as well as the view that they would be 

unnecessary if the provisions which would overturn Xa Xfi Purden 

were enacted,  we believe that the first objection can be 

overcome through redrafting; the second objection is, in our 

view, too speculative to insure protection of United States 

technology. 

The GATT problems can be overcome simply by deleting 

the amendments to the Tariff Act, but retaining the Title 35 

amendments.  While denying the biotechnology industry the 

ability to rely upon the protections of the ITC, this 

compromise would effectively prevent a company from profiting 

in the U.S. market based upon activities predicated upon 

foreign infringements of valid U.S. patents. 

In Amgen's view, any thesis that merely overturning In 

re Durden is by itself sufficient to protect the biotechnology 

industry is premature.  There are several instances of 

15 - 
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biotechnology companies and universities having patents with 

claims to host cells without claims to a process for making a 

product using a host cell.  Nhen faced with rejections of 

process claims because of In x£ Durden. many applicants, due to 

cost or other reasons, may accept claims limited only to host 

cells and abandon process claims.  For these companies and 

universities in such instances the overturning of In ££ Durden 

is insufficient. 

Aaigen tecomnends legislation to this Committee that 

amends Title 35, U.S. Code, to render persons who import, sell 

or use in the United States products made overseas by 

infringing product claims on biotechnological material liable 

as infringers, and thus subject to actions in U.S. District 

Court.  This would provide a 'level playing field* which would 

permit domestic and foreign manufacturers to compete on equal 

footing in the U.S. market. 

CQNCLUSIQH 

Amgen, America's leading independent biotechnology 

company, spent three years and millions of dollars trying to 

protect its interest in what was at the time its only product 

from what all but the most biased would agree is an unfair 

act.  In contrast, a foreign competitor, by transferring 

technology overseas to avoid U.S. patent laws, has attempted to 

enter the United States market based on a relationship whose 
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success Mas predicated upon acts which would be an infringement 

of a valid U.S. patent if conducted in the United States. Nhen 

unintended loopholes in laws designed to protect against unfair 

acts are discovered, should the loopholes remain and one who 

perpetuates an unfair act be rewarded with permisison to 

benefit from the loopholes indefinitely?  Ho, especially when 

the result is the unfair exploitation of United States 

technology, the export of United States jobs and a threat to 

United States leadership in biotechnology, one of the few 

industries where America continues to hold a leadership 

position. He believe that upon reflection the Congress will 

agree. 

swK/aarte 
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APPENDIX 16.—NEWS ARTICLE BY BOB DAVIS AND ROSE GUTFELD. "BUSH 

TO PROPOSE RULES TO SPUR BIOTECHNOLOGY," THE WALL STREET 

JOURNAL, FEBRUARY 19, 1992, AT B6 

Combination of Acne Drug, Interferon 
Shorn PromUin Fighting Sotne Cancers 

Bush to Propose 
Rules to Spur 
Biotechnology 
Aim Is to Aid I>evelopment 

Of New Products Made 
By Genetic Engineering 

By Dot DAm 
And Rflsc Ci-Tnu 

WASHINGTON-TIK BuCh tdmtlWn- 
tton pUfts to propQw * new rffuUury 
trvnrwork tor Uie «nrrilii( bM«dMo)ocjr 
Induttry thu would tUsh niln •CTTM m- 
ertl tceoetn and spur comnwitiilliaaoi 
o( nrw r«iettc«l)y wiftnwrrt prodKts. 

THe nrw rules would provide i raiAnap 
for rewirch, lestinf tad commerdalla- 
tlon of products, inchidlaf new itralM tt 
crops tnd mkrotes used to cleu cosl or 
produce fuel As reported, tbe loKli) rak 
would ellmliute truay Held tesu paw re- 
quired tor icacOcalljr eacloecrod pastt- 
cklet. But tke ttncam aow cuvMoHd 
would |o lir beyond pesdddet to luMe 
refuUtory treatmctt e( aO bMacft prod- 
ncu-tnctudlRff tfaoM aot evei cnaeelTad 
ytt-thu wU) spread lolo the atmoipfeert. 
Tbe |oal la to spur deTetoproeal at IM» 
BOfi'<ini( M{inuu of ototectoohior. 

Tte S4 MUka iBdnatiy today CSMMI 
aearty entirety of phannaceutkak. 8M tlM 
admlnlstraban anUdptHs thai tbe hdv 
try wui rrov to B4 bOSoa la tbe aen If 
ytan. witta mucb of tbe powtb ID Ba»4rac 
areas such as acrlcuRin. mauufactarlac 
aud eaTtronmemal rcstonuloB. Prodocis to 
these areas ban been slow la contag. 
partly because of retvlatory buitfks that 
tbe adffilBlstratkia waola to dlananUe. So 
far, about 100 producu have beca npert- 
tneatatty (leM-tcAcd. to aotlctpaaaa el 
conunerdal dCTClopmcat 

At tbe heart of tbe propoaed frtmework 
Is tbe prtoidple that products made by ft- 
netlc enftoeerlnf are teneraUy ao dUCer 
eat than products made by esovcottoaal 
means and doa't reqidre special treatmcat 
A draft report by aa latcraieacy wortJar 
rroup on blotechflotocy appttes that prtod- 
ple to products thai would he released toto 
tbe fnvirwimem. Tbe report sayi mcb 
products Eboukl be reculaled only \t they 
poae aa "unreaaooable rlafc"-wbca tbe 
beneflt of pro(ectli« ptthUc health cleariy 
outvelcfts tbe cost of feculatlou. 

Tbe new structure is expected to be 
adopird by the worfetof (Toup. headed by 
Ultlir House Counselor Doyden Gray, u 
early as today. Tbe group h»d been spot 
,'or five yeirs over the poUcy. with the Ba- 
\tronmenuJ Protection Aieacy. which bat 
arru^ for ttrktcr contno. pitted afalaal 
While House ofricUls. But the fllon lo re- 
solve the coniroversy fot 11»( boost (nm 
PrrtMlenl BusA's drive lo dereruUU' 

Rjchsrd Godown. prcsldem o( the In- 
dus'-.al  Biotechnolorv AssoclKton. said 

By JnaT I. 

A M« therapy oomUalBr aa aadacae 
*«g wtth tattrtrm prudaead hl|b|y 
pnroWaff rcaatta to skla and ccmeal caa- to< 

am was IXtofvOaatc add. aoM by Roche 
uader the braad aamt Accniaae tor the 
tmtmeu of acae: the second wu alpha 
tocrrleroa. aotd by Roche under tbe bnad 
name. Rofcroa-A. tar the treatment of two 

HoAmaaa^a Roche, the U.S. uaM of 
Raehc BaMtof Lid. of Baato. twiQcrtaad. 
supported the cxpcrlnieatSt aa did the 
Ancrtoaa Cancer ioctety. 

AfAoat a pttlcflis wkh advanced dda 
caacen thai had rttoatod an other treat- 
raents. U paOeato apertonccd a tbrlaUft 
o< at le«« 10% to the ttc of their tumors. 

JbBnf fl wumea wtib advaaccd cervi- 
cal CMCtn«|J) had a refTVStooa la tamor 
itetf fl Ite 90%. taKhMttacoae woman 

' n** not yet kaowB how loat the beaeta 
of ttt arv ctaDOthenpy wID tasL Some of 
tN paOann havt retapoid after brief re- 

thU dia adofdoa of the retalatory frame 
work would fspcdaOy help speed tbe core- 
mardalsndoB of feed and acrkultural 

But aavtranneataBau Immediately ai- 
tacind Bn piupoaal and said that eastaf 
r^ttlnltaa would endai«er the pobttc Mar 
lant MeOo^ a btoiach spedahst ai the 
NaitoMJ WBdUfe Pedcrafloa. saM the 
Wbttt HD«> ooBld ne the tramewort to 
hroe afcodaa to scrap nka requmof 
oompaalM K field-tost ae« btotech prod- 
ucts and raqulilBc reaearchen to guard 
aplnal rttonstac tern erfaatons Into the 
aimovptoi* durliit laboratory wort. 

m fimact of rtgalatlons under the 
mw approach vlO be thoae dcslfaed to 
fovcra tbe mpertoiaatal relaase of feaetl- 
cally eoftaecfed paartrhtoa Tbe nlet. 
wQuhl exempt many cempaaiH fran har 
li« to aeck BPA approval before conduct- 
ti« smalNeale fltM tcatt to sec U the 
producu damact the eavtronmeat 

Bat the White House's Dfaaa tor blotcch- 
aotaiy nafc tar beyond pctflddes. Tbe 
AfTkukurc Depamncat. tor tastaacc. last 
year propoaed rules to oversee the IIH 
million to naats It doles out aaaually. Ua- 
der tbe rules, researchen would have been 
expected to deurmlae how best to isolate 
thdr experlmcnu by analydnf tbe daoger 
pcaetf by the orraatHBs and the abtuty of 
the omnlsms to spread. But White House 
and AKTiculture Oepanmeni offktah BCFW 
say tbey wiU have to rewrite thoae propos- 
als, ao that reaearctten would constder the 
ooit of connmrtr an exverlirffif 

rmstons of the cancrn while to others the 
etlectt hare lasted a year or locfer, said 
ima H. Krakflfl. one of tbe reaearchen at 
the University of Texas MJ>. Andenon 
Cancer Center to Houston wbo eanied out 
the expenniMts. 

"Wc woiMn t Fvn think of uylof thb 
ts curaavc." Dr. KrakoO said. He called 
(he results "encouraflnf" because It is tbe 
Ont time this combtoatloo of drugs bu 
shown an and-canccr effect when given 
lynrmlcaily. that ta by plU for the Accu- 
tiM and by InKctloo for the tntrrferoa. 

Moreover, the druf c^btnaOon had aa 
effect ta cancers of a type and state that 
heretofore bad beca bejoid effective treat- 
meoL AH the paOeata bad s type of cancer 
kaowB u squamous ocfl cardnoma. aqua- 
motts cells, which reaeniMe pavtac stones 
when viewed aoder (he mlcrascope, cora- 
pdse tbe exposed or outermost Unlac of 
various tissues and orraas. to this to- 
naJKc. the sUa aad'Ibe ccrrls of the 

SquamoBs ecll cardnoma of the sUa Is 
the second moct common bunua cancer, 
tbe nrsi betaf cancer of the afeta'i aexi 
tower layer of ceOa. the tasal cells. About 
m of patlenii with squamous cell skta 
csneer are cared by suieiy and radlattoo. 
"Tbe remalntaf acaxly IM of patlenu 
who are not curtd. however, represent tens 
of Ihousaadi of cases requlrtaf a new ther 
apeatlc approach," (he raacarehen re- 
ported to the current Issue of the Journal 
of tbe Nattaaal Caoeer Institute. They said 
that about lOOO peraoBS die aaaually In the 
UX tram sqaamoua cell skta cancer. 

Tbe M-D. Andersoa toam reported R 
had treated a patlcna with tbe Accutane- 
Roferaa combuiadon. all of whom suffered 
^uamous cefl skto cancer that bad wlih- 
itood tmtmeat by sarfery and nduttan. 
Tbe cancen bad befva to spread to all tbe 
paoeots and to half tbe patients skto can- 
cer cells had metastatfaed or mifrated to 
other ortaaa. 

Among the H padenu whose cancen 
were still cnaftoed to the skto. six had a 
complete remlssloa of their tumon and 
seven had a 50% or greater refresitoa, ac- 
cordlAf to tbe researchers, kd by caaccr 
ipedallst Soott M. Llpoman. Amoof the 
remalnlBf 14 ta whom the caaccr bad me- 
tastasued. one had a complete remtoatoa 
aad five had partial respoues. 

A second research team from UD. Aa- 
dersoa reported K had fone to Cuadato- 
)ara. Mexko. towurfc wKh hlexlcaa cancer 
resrsrchen ta trcaOaf womea with ad- 
vanced iqoaraoas cell caacen of the cer- 
vix. Amoo$ tbe V KexlcaB women, who've 
been under treatment for two to four 
months, one patiem has had a complete re- 
mtsston and 12 have had partial refres- 
BkNU. the iTseirchen reported One of 
these pettenu has already had a relapse. 

Amont ihr 13 women classed as "non- 
rrspooders." the cancers in nine seemed to 
have slopped jrowing, the researchen re- 
ponrc. But la the other (our women, the 
C>^ceI h** pT09r«fS«d. 
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